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é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 
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National Institutes of Health 
Bethesda, Maryland 20892 


February 23, 2018 


Maria C. Freire, Ph.D. 

President and Executive Director 

Foundation for the National Institutes of Health 
11400 Rockville Pike, Suite 600 

North Bethesda, Maryland 20852 


Dear Dr. Freire: 


Thank you for the strong support of the Foundation for the National Institutes of Health (FNIH) 
in partnering with NIH to rapidly advance our efforts to address the opioids epidemic, a public 
health crisis which is devastating our nation. One critical part of NIH’s response to this crisis is 
a research partnership with private sector companies to both address the immediate needs of 
solving the opioids addiction and overdose problem, as well as a longer-term focus on 
developing non-addictive, effective pain medications. FNIH has been a crucial partner in 
helping NIH work with industry to develop a compelling scientific blueprint for that partnership. 


As the work over the past year has progressed, the public dialogue around this crisis has evolved. 
In particular, serious questions have been raised about the role played by companies that 
produce, market, or distribute opioid medications. Legal actions are being taken by several 
states and communities, arguing that some companies contributed to the current epidemic with 
marketing strategies that served to increase their profits. While some of these companies have 
expressed a strong interest in contributing to a research partnership with NIH, the ethics of their 
participation in the partnership has been called into question. 


NIH believes that it could be appropriate for these companies to play a role in funding this 
research partnership, provided that governance of the partnership includes an unambiguous 
firewall that excludes companies with equities in opioids manufacturing or distribution from any 
decision making related to the research direction, conduct and oversight of the research, or 
reporting of the research results. To ensure that NIH is considering all ethical issues, potential 
conflicts, and appropriate governance mechanisms, Dr, Collins has asked a working group of his 
national Advisory Committee (the Advisory Committee to the NIH Director [ACD]) to examine 
this complex problem and make recommendations to the ACD in late March or early April. 

The final recommendations by the ACD on the subject will inform NIH’s final decision about 
moving the partnership forward. 
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In parallel, I write to ask you to consider discussing this partnership with your Board. 

I recognize this is a deviation from the normal process of submitting a Request for Collaboration 
(RFC) that has been approved by the NIH-FNIH Steering Committee. Nonetheless, I believe it 
would be helpful to begin this discussion early, so we can have some indication of the 
boundaries surrounding the role of FNIH in this potential partnership. Once we have guidance 
from our ACD, and upon further discussion with you, we will, of course, put together an RFC for 
implementation through the normal Steering Committee process. 


FNIH has been, and continues to be, an essential partner for NIH in supporting the science that 
improves human health. Given the urgency of the current health crisis, I hope we can forge a 
successful pathway forward in the next phase of the public-private partnership on opioids. 


Sincerel 


Lawrence A. Tabak, D.D.S., Ph.D. 
Principal Deputy Director 


pre Francis Collins, M.D., Ph.D. 
Carrie Wolinetz, Ph.D. 
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Guest Biographies 
-» LANCE D. BULTENA, HOGAN LOVELLS, SENIOR COUNSEL, WASHINGTON, DC 


Lance Bultena helps clients improve business outcomes by helping them to understand 
the regulatory and public policy environment in order to stay ahead of developments in 
these areas. With a deep understanding of economic issues and a background in 
regulation and public policy, Lance helps clients evaluate the impact of public sector 
developments on businesses, develop strategies to optimally manage that impact, and 

then beneficially influence regulatory and legislative outcomes. In this process, Lance normally works with a 
client's legal and public policy teams as well as the senior executives. 


Lance is a graduate of Harvard Law School; he earned both a Doctorate in Politics (D. Phil., the equivalent of 
a U.S. Ph.D.) and a Masters in Economics (M-Phil.) while attending Oxford University as a Rhodes Scholar. 
He is a graduate of the University of South Dakota. 


ARTHUR L. CAPLAN, PH.D., IS THE DRS. WILLIAM F. AND VIRGINIA CONNOLLY 
MITTY PROFESSOR OF BIOETHICS AT NEW YORK UNIVERSITY'S LANGONE 
MEDICAL CENTER. 


4 Dr. Caplan is currently the Drs, William F and Virginia Connolly Mitty Professor and 
founding head of the Division of Medical Ethics at NYU School of Medicine in New 
York City. Prior to coming to NYU School of Medicine, Dr. Caplan was the Sidney D. Caplan Professor of 
Bioethics at the University of Pennsylvania Perelman School of Medicine in Philadelphia, where he created 
the Center for Bioethics and the Department of Medical Ethics. Caplan has also taught at the University of 
Minnesota, where he founded the Center for Biomedical Ethics, the University of Pittsburgh, and Columbia 
University. He received his Ph.D. from Columbia University. 


He is currently the ethics advisor to the U.S. Department of Defense DARPA program on synthetic biology, 
a member of the University of Pennsylvania’s External Advisory Committee for its Orphan Disease Center, a 
member of the Ethics and Ebola Working Group of the World Health Organization and an advisor to the 
National Institutes of Health on organ transplantation. 


FRANCIS S. COLLINS, M.D., PH.D. DIRECTOR, NATIONAL INSTITUTE OF 
HEALTH 


Francis S. Collins, M.D., Ph.D. was appointed the 16th Director of the National 
Institutes of Health (NIH) by President Barack Obama and sworn in on August 17, 
2009. On June 6, 2017, President Donald Trump announced his selection of Dr. Collins 
to continue to serve as the NIH Director. In this role, Dr. Collins oversees the work of 
the largest supporter of biomedical research in the world, spanning the spectrum from basic to clinical 


research. 


Dr. Collins is a physician-geneticist noted for his landmark discoveries of disease genes and his leadership of 
the international Human Genome Project, which culminated in April 2003 with the completion of a finished 
sequence of the human DNA instruction book. Prior to his appointment as NIH Director, he served as 
director of the National Human Genome Research Institute at NIH from 1993-2008 
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MERYL COMER, PRESIDENT & CEO, GEOFFREY BEENE FOUNDATION 
ALZHEIMER’S INITIATIVE 


Meryl Comer is President and CEO of Geoffrey Beene Foundation Alzheimer's Initiative, 
which promotes early diagnosis, virtual innovation challenges, m-health technologies and 
national public service campaigns like Geoffrey Beene’s Rock Stars of Science. A co- 
founder of Women Against Alzheimer’s, she is the recipient of the 2015 Alzheimer Drug 
y Foundation “Great Ladies” Award, the 2015 International Book Award for Slow Dancing with a 
Stranger: Last and Found in the Age of Alzheimer’s, the 2014 Wertheim Global Medical Leadership Award (FIU), 
the 2007 Proxmire Award and the 2005 Shriver Profiles in Dignity Award. Ms. Comer has provided 
testimony before Congress on behalf of the Alzheimer's Association and served on the 2008 Alzheimer's 
Study Group, charged with presenting a National Strategic Plan to Congress in March 2009. 


An Emmy-award winning reporter, veteran TV producer and business talk show host, Meryl Comer was one 
of the first women in the early 1980's to host a nationally syndicated TV debate show to specialize in business 
news as it relates to public policy. 


VICTORJ. DZAU, M.D., PRESIDENT, NATIONAL ACADEMY OF MEDICINE 


Dr Victor J. Dzau is the President of the National Academy of Medicine (NAM), 
formerly the Institute of Medicine (IOM) in the United States. In addition, he serves as 
Vice Chair of the National Research Council. Dr. Dzau is also James B. Duke Professor 
of Medicine and Chancellor Emeritus at Duke University and the past President and 
CEO of the Duke University Health System. Dr. Dzau serves as Senior Advisor at 
Kearny Venture Partners and has been the Senior Scientific Advisor of Chondrogene Ltd. 
since January 2004. Dzau is a trailblazer in translational research, health innovation, and global health care 
strategy and delivery. 


Dr. Dzau graduated from McGill University, Faculty of Medicine in 1972 and specializes in cardiology. He is 
a member of the National Academy of Medicine, The American Academy of Arts and Sciences, and the 
European Academy of Sciences and Arts. He was the previous Chairman of the National Institutes of Health 
(NIH) Cardiovascular Disease Advisory Committee. 


CAROLYN M. MAZURE, PH.D., NORMA WEINBERG SPUNGEN AND JOAN LEBSON 
BILDNER PROFESSOR IN WOMEN'S HEALTH RESEARCH AND PROFESSOR OF 
PSYCHIATRY AND PSYCHOLOGY, YALE UNIVERSITY 


Carolyn M. Mazure is a Professor of Psychiatry and Psychology. She created and directs 

Yale's research program on health and gender, Women's Health Research at Yale, which 
initiates and supports innovative studies on women's health and translates findings into practice. Professor 
Mazure's research focuses on the development of models for understanding depression and addictive 
disorders, with a special emphasis on gender-based analyses. 


Born in New York, Dr. Mazure earned a B.A. from the State University of New York and a Ph.D. from The 
Pennsylvania State University. She came to New Haven, Connecticut, to train as a clinical psychology intern 
at the Yale University School of Medicine and would eventually become the school’s Chief Psychologist and 
Professor of Psychiatry. 
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JONATHAN D. MORENO, PH.D., PENN INTEGRATES KNOWLEDGE (PIK) 
PROFESSOR, DAVID & LYN SILFEN UNIVERSITY PROFESSOR, PROFESSOR OF 
MEDICAL ETHICS & HEALTH POLICY, PERELMAN SCHOOL OF MEDICINE 
UNIVERSITY OF PENNSYLVANIA. 


Dr. Moreno is the David and Lyn Silfen University Professor and Professor of Medical 
Ethics and the History and Sociology of Science at the University of Pennsylvania. He is 
one of fourteen Penn Integrates Knowledge professors and is a Senior Fellow at 

the Center for American Progress. Dr. Moreno served on the Obama-Biden Transition Project in 2008 as 
the Director of the Department of Health and Human Services Agency Review for Bioethics. 


Dr. Moreno is a senior advisor for the Presidential Commission for the Study of Bioethical Issues, and served 
on the senior staff of the Clinton Administration’s National Bioethics Advisory Commission and 

the Advisory Committee on Human Radiation Experiments. He is an elected member of the Institute of 
Medicine (now the National Academy of Medicine) of the National Academy of Sciences and is the U.S. 
member of the UNESCO International Bioethics Committee. 


SHARON REIS, FOUNDER AND PRINCIPAL THE REIS GROUP 


year veteran of the public relations industry who has long been 
dedicated to representing top-tier clients in health, healthcare, science, and social 
issues. Ms. Reis recently founded The Reis Group, which was named one of the best new 


\ 


= A PR agencies of the year, following 18 successful years as co-founder and partner at 
GYMR Public Relations in Washington, D.C. 


Sharon is a communications and marketing faculty member of Duke University’s Leadership Program in 
Integrative Healthcare. She also serves on the Communications Advisory Board at the University of 
Massachusetts. Prior to founding The Reis Group and GYMR, she worked at Fleishman Hillard, Milton 
Bradley Company, and WWLP, the NBC Affiliate in Springfield, MA. She earned her MA from the 
University of Hartford and a BA from the University of Massachusetts Amherst. 


DR. ANNE SCHUCHAT, M.D. ACTING DIRECTOR, CENTERS FOR DISEASE 
CONTROL AND PREVENTION 


Dr. Anne Schuchat, M.D., is the acting director for the Centers for Disease Control and 
Prevention (CDC) and acting administrator of the Agency for Toxic Substances and 
Disease Registry (ATSDR). Dr. Schuchat has been CDC’s principal deputy director 
since 2015, and she also led CDC as acting director from January-July of 2017. She 
began her public health career in 1988 when she came to CDC as an Epidemic Intelligence Service officer. 
She served as the director of CDC’s National Center for Immunization and Respiratory Diseases from 2006- 
2015. Other CDC leadership posts include: acting director of the Center for Global Health (2012-13), acting 
director of the National Center for Infectious Diseases (2005), and chief of the Respiratory Diseases Branch 
(1998-2005). 


Her contributions have been recognized by receipt of USPHS Meritorious Service Medals, the American 
Public Health Association’s Maternal and Child Health Young Investigator Award, the USPHS Physician 
Research Officer of the Year, and an Honorary Doctorate in Science from Swarthmore College. Dr. 
Schuchat graduated with highest honors from Swarthmore College and with honors from the Geisel School 
of Medicine at Dartmouth and completed her residency and chief residency in internal medicine at NYU’s 
Manhattan VA Hospital 
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Dr. CARRIE D. WOLINETZ , ACTING CHIEF OF STAFF AND THE ASSOCIATE 
DIRECTOR FOR SCIENCE POLICY AND DIRECTOR OF THE OFFICE OF SCIENCE 
POLICY (OSP) AT THE NATIONAL INSTITUTES OF HEALTH (NIH). 


As leader of OSP, she advises the NIH Director on science policy matters of 
significance to the agency, the research community, and the public, on a wide range of 
issues including human subjects protections, biosecurity, emerging biotechnologies 
ranging from stem cells to gene editing, data sharing, regenerative medicine, the organization and 
management of NIH, and the innovation polices related to NIH-funded research. 


Prior to joining NIH, Dr. Wolinetz worked on biomedical research policy issues as the Deputy Director for 
Federal Affairs at the Association of American Universities (AAU) and the Director of Scientific Affairs and 
Public Relations at the Federation of American Societies for Experimental Biology (FASEB). She also served 
as the President of United for Medical Research, a leading NIH advocacy coalition. Outside of NIH, Dr. 
Wolinetz teaches as an Adjunct Assistant Professor at Georgetown University in the School of Foreign 
Service’s program on Science, Technology & International Affairs. 


She has a BS in animal science from Cornell University, and she received her PhD in animal science from The 
Pennsylvania State University, where her area of research was reproductive physiology. 
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From: Sepulveda, Dorina (FNIH) [T] 

To: Arthur Caplan; Dr. Carolyn Mazure; Dr. Jonathan Moreno; Dr. Carolyn Mazure; Collins, Francis (NIH/OD) [E]; 
Meryl Comer; Victor Dzau (VDzau@nas.edu); Sharon Reis; Schuchat, Anne MD (CDC/OD); Wolinetz, Carrie 
(NIH/OD) [E]; Dame Jillian Sackler; Dr. Charles A. Sanders; Dr. Edison T. Liu; esigal2; Freda.Lewis-Hall; Dr. Judy 

; Dr. Kathy Bloomaarden; Freire, Maria (FNIH) [1]; Dr. Martin J. Murphy; Dr. Paul L. Herrling; Dr. 

Paul Montrone; Dr. Paul Stoffels; Dr. Ronald L. Krall; Dr. Samuel O. Thier; Dr. ; Dr. Steven Paul - 
2nd email; Dr. Thomas Insel; Fred Seigel; James H. Donovan; Joel S. Marcus; Lily Safra; Mrs. William (Buffy) N. 
Cafritz; Mrs. William McCormick Blair, Jr; Ms. Nina K. Solarz; Russell W. Steenberg; Solomon H. Snyder, M.D.; 
‘Steven C. Maver 


‘Sylvia Annamanthadoo (Freda Lewis-Hall) ; Balthaser, Robert (FNIH){T]; Hill, Donald (FNIH) 

(1); Gonzalez-Cos, Francisco (FNIH) [7]; James, Stephanie (FNIH) [T]; Klock, Kevin (FNIH) [T]; Meltzer, Abbey 

CENTH) [7]; Wholley, David (FNIH) [T]; Wolf-Rodda, Julie (FNIH) [T]; Hoffstetter, Renata (FNIH) [T]; Hove, 

ene ET a EE ee ec Eo ENT Bu 
Mary (FNIH) (1); Sepulveda, Dorina (FNIH) [1]; Yu, Hanna (FNIH) [1] 


Subject: Updated Material -March 16 Board Meeting 

Date: Friday, March 16, 2018 7:40:37 AM 

Attachments: Board Meeting Agenda - March 16 2018 final (003).pdf 
ATTENDEES list for agenda March 16 Final.pdf 
‘Special Guest Biographies FINAL.pdf 


Dear Members of the Board of Directors and Participants, 
Attached are updated agenda, updated attendees list, and updated bios. Copies of these 
will be available at the meeting this morning. 

Thank you 

Dorina 

Dorina Sepulveda 

Executive Assistant to the President 

Foundation for the National Institutes of Health 

(301) 443-1811 

11400 Rockville Pike Suite 600 North Bethesda, MD 20852 
2017 Gold Stevie Award Winner for Organization of the Year 
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SFNIH 


Foundation for the 
National Institutes of Health 


Extraordinary Board of Directors Meeting 
Friday, March 16, 2018 
FNIH Offices: 11400 Rockville Pike, Suite MO jNorth Bethesda, Maryland 
Note All Times Eastern Daylight time 


Calin number: OR soce ONS 
join WebEx meeting Password: OO 


Global call-in numbers 


AGENDA 
8:15 am Continental Breakfast 
9:00 am Call to Order, Welcome and Overview Dr. Freire/Dr. Paul 
9:10 am. Framing the Challenges of the Opioid’s Crisis Dr. Schuchat 
9:30 am. Enlisting Science to Help End the Opioid Crisis: Dr. Collins 
Strategy for a Public-Private Partnership 

9:50 am. ENIH Role Dr. Freire 
10:05 am Ethical Perspective and Reputational Risk Dr. Moreno/ Dr. Caplan 
10:25 am Other Considerations Guests 
11:10 am Discussion Dr. Paul 
11:30 am Executive Session Dr. Paul 
12:30 pm Adjourn Dr, Paul 
Guests: 

e = Dr. Lance Bultena, Senior Counsel, Hogan Lovells US, LLP 

e Dr. Francis Collins, Director, National Institutes of Health (NIH) 

. 


eoceee 


Ms. Meryl Comer, President & CEO, Geoffrey Beene Foundation Alzheimer’s Initiative 
Dr. Victor Dzau, President, National Academy of Medicine 

Ms. Sharon Reis, Founder and Principal, The Reis Group 

Dr. Anne Schuchat, Acting Director, Centers for Disease Control and Prevention (CDC) 
Ms. Marjorie Sorrells (Special Assistant to Dr. Schuchat) 

Dr. Larry Tabak, Deputy Director, NIH 

Carrie D. Wolinetz, Director, Office of Science Policy, NIH 


Joining Remotely: 


Dr. Arthur Caplan, Drs, William F. & Virginia Connolly Mitty Professor of Bioethics, NYU 
Dr. Carolyn Mazure, Norma Weinberg Spungen and Joan Lebson Bildner Professor, Yale 
University 

Dr. Jonathan Moreno, David and Lyn Silfen University Professor of Ethics, University of 
Pennsylvania 
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SFNIH 


Foundation for the 
National Institutes of Health 


ATTENDEES 


ENIH Board of Directors 


In Person Joining Remotely 
Mrs. Buffy Cafritz Mrs. Deeda Blair 

Dr. Maria Freire Dr. Kathy Bloomgarden 
Dr. Edison Liu 

Mr. Joel Marcus 

Mr. Steve Mayer 


Dr. Tom Insel 
Dr. Judy Kovler 
Dr. Ron Krall 

Dr. Marty Murphy 
Dr. Steve Paul 

Dr. Ellen Sigal 
Ms. Nina Solarz 


Mr. Paul Montrone 
Mr. Fred Seigel 
Dr. Sol Snyder 
Dr. Sam Thier 


EST: 


In Person 

Dr. Lance Bultena, Senior Counsel, Hogan Lovells US, LLP 

Dr. Francis Collins, Director, National Institutes of Health (NIH) 

Ms. Meryl Comer, President & CEO, Geoffrey Beene Foundation Alzheimer’s Initiative 
Dr. Victor Dzau, President, National Academy of Medicine 

Ms. Sharon Reis, Founder and Principal, The Reis Group 

Dr. Anne Schuchat, Acting Director, Centers for Disease Control and Prevention (CDC) 
Ms. Marjorie Sorrells (Special Assistant to Dr. Schuchat) 

Dr. Larry Tabak, Deputy Director, NIH 

Dr. Carrie Wolinetz, Director, Office of Science Policy, NIH 


Joining Remotely 
Dr. Arthur Caplan, Drs. William F. & Virginia Connolly Mitty Professor of Bioethics, NYU 
Dr. Carolyn Mazure, Norma Weinberg Spungen and Joan Lebson Bildner Professor, Yale University 


Dr. Jonathan Moreno, David and Lyn Silfen University Professor of Ethics, University of 
Pennsylvania 


ENIH Sr. Staff 


Mr. Francisco Gonzalez - Cos e Ms. Abbey Meltzer 
Mr. Don Hill e Mr. David Wholley 
Mr. Kevin Klock ¢ Ms. Julie Wolf-Rodda 
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Guest Biographies 
-» LANCE D. BULTENA, HOGAN LOVELLS, SENIOR COUNSEL, WASHINGTON, DC 


Lance Bultena helps clients improve business outcomes by helping them to understand 
the regulatory and public policy environment in order to stay ahead of developments in 
these areas. With a deep understanding of economic issues and a background in 
regulation and public policy, Lance helps clients evaluate the impact of public sector 
developments on businesses, develop strategies to optimally manage that impact, and 

then beneficially influence regulatory and legislative outcomes. In this process, Lance normally works with a 
client's legal and public policy teams as well as the senior executives. 


Lance is a graduate of Harvard Law School; he earned both a Doctorate in Politics (D. Phil., the equivalent of 
a U.S. Ph.D.) and a Masters in Economics (M-Phil.) while attending Oxford University as a Rhodes Scholar. 
He is a graduate of the University of South Dakota. 


ARTHUR L. CAPLAN, PH.D., IS THE DRS. WILLIAM F. AND VIRGINIA CONNOLLY 
MITTY PROFESSOR OF BIOETHICS AT NEW YORK UNIVERSITY'S LANGONE 
MEDICAL CENTER. 


4 Dr. Caplan is currently the Drs, William F and Virginia Connolly Mitty Professor and 
founding head of the Division of Medical Ethics at NYU School of Medicine in New 
York City. Prior to coming to NYU School of Medicine, Dr. Caplan was the Sidney D. Caplan Professor of 
Bioethics at the University of Pennsylvania Perelman School of Medicine in Philadelphia, where he created 
the Center for Bioethics and the Department of Medical Ethics. Caplan has also taught at the University of 
Minnesota, where he founded the Center for Biomedical Ethics, the University of Pittsburgh, and Columbia 
University. He received his Ph.D. from Columbia University. 


He is currently the ethics advisor to the U.S. Department of Defense DARPA program on synthetic biology, 
a member of the University of Pennsylvania’s External Advisory Committee for its Orphan Disease Center, a 
member of the Ethics and Ebola Working Group of the World Health Organization and an advisor to the 
National Institutes of Health on organ transplantation. 


FRANCIS S. COLLINS, M.D., PH.D. DIRECTOR, NATIONAL INSTITUTE OF 
HEALTH 


Francis S. Collins, M.D., Ph.D. was appointed the 16th Director of the National 
Institutes of Health (NIH) by President Barack Obama and sworn in on August 17, 
2009. On June 6, 2017, President Donald Trump announced his selection of Dr. Collins 
to continue to serve as the NIH Director. In this role, Dr. Collins oversees the work of 
the largest supporter of biomedical research in the world, spanning the spectrum from basic to clinical 


research. 


Dr. Collins is a physician-geneticist noted for his landmark discoveries of disease genes and his leadership of 
the international Human Genome Project, which culminated in April 2003 with the completion of a finished 
sequence of the human DNA instruction book. Prior to his appointment as NIH Director, he served as 
director of the National Human Genome Research Institute at NIH from 1993-2008 
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MERYL COMER, PRESIDENT & CEO, GEOFFREY BEENE FOUNDATION 
ALZHEIMER’S INITIATIVE 


Meryl Comer is President and CEO of Geoffrey Beene Foundation Alzheimer's Initiative, 
which promotes early diagnosis, virtual innovation challenges, m-health technologies and 
national public service campaigns like Geoffrey Beene’s Rock Stars of Science. A co- 
founder of Women Against Alzheimer’s, she is the recipient of the 2015 Alzheimer Drug 
y Foundation “Great Ladies” Award, the 2015 International Book Award for Slow Dancing with a 
Stranger: Last and Found in the Age of Alzheimer’s, the 2014 Wertheim Global Medical Leadership Award (FIU), 
the 2007 Proxmire Award and the 2005 Shriver Profiles in Dignity Award. Ms. Comer has provided 
testimony before Congress on behalf of the Alzheimer's Association and served on the 2008 Alzheimer's 
Study Group, charged with presenting a National Strategic Plan to Congress in March 2009. 


An Emmy-award winning reporter, veteran TV producer and business talk show host, Meryl Comer was one 
of the first women in the early 1980's to host a nationally syndicated TV debate show to specialize in business 
news as it relates to public policy. 


VICTORJ. DZAU, M.D., PRESIDENT, NATIONAL ACADEMY OF MEDICINE 


Dr Victor J. Dzau is the President of the National Academy of Medicine (NAM), 
formerly the Institute of Medicine (IOM) in the United States. In addition, he serves as 
Vice Chair of the National Research Council. Dr. Dzau is also James B. Duke Professor 
of Medicine and Chancellor Emeritus at Duke University and the past President and 
CEO of the Duke University Health System. Dr. Dzau serves as Senior Advisor at 
Kearny Venture Partners and has been the Senior Scientific Advisor of Chondrogene Ltd. 
since January 2004. Dzau is a trailblazer in translational research, health innovation, and global health care 
strategy and delivery. 


Dr. Dzau graduated from McGill University, Faculty of Medicine in 1972 and specializes in cardiology. He is 
a member of the National Academy of Medicine, The American Academy of Arts and Sciences, and the 
European Academy of Sciences and Arts. He was the previous Chairman of the National Institutes of Health 
(NIH) Cardiovascular Disease Advisory Committee. 


CAROLYN M. MAZURE, PH.D., NORMA WEINBERG SPUNGEN AND JOAN LEBSON 
BILDNER PROFESSOR IN WOMEN'S HEALTH RESEARCH AND PROFESSOR OF 
PSYCHIATRY AND PSYCHOLOGY, YALE UNIVERSITY 


Dr. Carolyn M. Mazure is the Norma Weinberg Spungen and Joan Lebson Bildner 
Professor in Women’s Health Research, and Professor of Psychiatry and Psychology at 
the Yale School of Medicine. She created and directs Yale’s interdisciplinary research 
center on health and gender — Women’s Health Research at Yale. 


After three years at the NIH and fellowship training at Yale, Dr. Mazure was invited to join the Yale faculty — 
becoming an active clinician, a researcher funded by NIH, and Director of Psychiatry’s Adult Inpatient 
Program at Yale New Haven Hospital. 
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Dr. Mazure is a member of the Advisory Committee for the NIH Office for Research on Women’s Health 
and the Scientific Director of Yale’s NIH-funded Specialized Center of Research — developing gender- 
sensitive treatments for tobacco dependence, a consultant to the Yale Tobacco Center of Regulatory Science, 
and a member of the Advisory Board of the Yale Center for Biomedical Innovation and Technology (CBIT), 
an interdisciplinary initiative to foster greater innovation in medical technology. 


Dr. Mazure served as Associate Dean for Faculty at Yale Medical School and was awarded the Stephen Fleck 
Clinician and Teacher Award and the Sidney J. Blatt Award for excellence in clinical care, teaching and 
research —both from Yale. Among her other honors, Dt. Mazute is the recipient of the Marion Spencer Fay 
Award from the Institute for Women’s Health and Leadership, the American Psychological Association 
Distinguished Leadership Award from the Committee on Women in Psychology, the Elizabeth Blackwell 
Award from the National Organization for Women, and a U.S. Public Health Fellowship. 


JONATHAN D. MORENO, PH.D., PENN INTEGRATES KNOWLEDGE (PIK) 
PROFESSOR, DAVID & LYN SILFEN UNIVERSITY PROFESSOR, PROFESSOR OF 
MEDICAL ETHICS & HEALTH POLICY, PERELMAN SCHOOL OF MEDICINE 
UNIVERSITY OF PENNSYLVANIA. 


Dr. Moreno is the David and Lyn Silfen University Professor and Professor of Medical 
Ethics and the History and Sociology of Science at the University of Pennsylvania. He is 
one of fourteen Penn Integrates Knowledge professors and is a Senior Fellow at 

the Center for American Progress. Dr. Moreno served on the Obama-Biden Transition Project in 2008 as 
the Director of the Department of Health and Human Services Agency Review for Bioethics. 


Dr. Moreno is a senior advisor for the Presidential Commission for the Study of Bioethical Issues, and served 
on the senior staff of the Clinton Administration’s National Bioethics Advisory Commission and 

the Advisory Committee on Human Radiation Experiments. He is an elected member of the Institute of 
Medicine (now the National Academy of Medicine) of the National Academy of Sciences and is the U.S. 
member of the UNESCO International Bioethics Committee. 


SHARON REIS, FOUNDER AND PRINCIPAL THE REIS GROUP 


Sharon Reis is a 25-year veteran of the public relations industry who has long been 
dedicated to representing top-tier clients in health, healthcare, science, and social 
\\ | issues. Ms. Reis recently founded The Reis Group, which was named one of the best new 
= \ PR agencies of the year, following 18 successful years as co-founder and partner at 
GYMR Public Relations in Washington, D.C. 


Sharon is a communications and marketing faculty member of Duke University’s Leadership Program in 
Integrative Healthcare. She also serves on the Communications Advisory Board at the University of 
Massachusetts. Prior to founding The Reis Group and GYMR, she worked at Fleishman Hillard, Milton 
Bradley Company, and WWLP, the NBC Affiliate in Springfield, MA. She earned her MA from the 
University of Hartford and a BA from the University of Massachusetts Amherst. 
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Dr. ANNE SCHUCHAT, M.D. ACTING DIRECTOR, CENTERS FOR DISEASE 
CONTROL AND PREVENTION 


Dr. Anne Schuchat, M.D., is the acting director for the Centers for Disease Control and 
Prevention (CDC) and acting administrator of the Agency for Toxic Substances and 
Disease Registry (ATSDR). Dr. Schuchat has been CDC’s principal deputy director 
since 2015, and she also led CDC as acting director from January-July of 2017. She 
began her public health career in 1988 when she came to CDC as an Epidemic Intelligence Service officer. 


She served as the director of CDC's National Center for Immunization and Respiratory Diseases from 2006- 
2015. Other CDC leadership posts include: acting director of the Center for Global Health (2012-13), acting 
director of the National Center for Infectious Diseases (2005), and chief of the Respiratory Dis 
(1998-2005). 


's Branch 


Her contributions have been recognized by receipt of USPHS Meritorious Service Medals, the American 
Public Health Association’s Maternal and Child Health Young Investigator Award, the USPHS Physician 
Research Officer of the Year, and an Honorary Doctorate in Science from Swarthmore College. Dr. 
Schuchat graduated with highest honors from Swarthmore College and with honors from the Geisel School 
of Medicine at Dartmouth and completed her residency and chief residency in internal medicine at NYU’s 
Manhattan VA Hospital 


LAWRENCE A. TABAK, D.D.S., PH.D. 


Dr. Tabak is the Principal Deputy Director of the National Institutes of Health (NIH) 
and the Deputy Ethics Counselor of the Agency. He previou: rved as the Acting 
Principal Deputy Director of NIH (2009), and prior to that as Director of the 
National Institute of Dental and Craniofacial Research from 2000-10. 


Dr. Tabak has provided leadership for numerous trans-NIH activities, including the 
NIH Roadmap effort to support team science, known as the NIH Common Fund; the NIH Director’s 
initiative to enhance peer review; NIH’s American Recovery and Reinvestment Act implementation; the NIH 
initiative to enhance rigor and reproducibility in research; and the NIH-Wide Strategic Plan. He co-chaired 
working groups of the Advisory Committee to the Director of NIH on the Diversity of the Biomedical 
Research Workforce and the Long-Term Intramural Research Program Planning. Dr. Tabak also served as 
the interim program director of the trans-NIH Environmental influences on Child Health Outcomes 


Prior to joining NIH, Dr. Tabak was the Senior Associate Dean for Research and Professor of Dentistry and 
Biochemistry & Biophysics in the School of Medicine and Dentistry at the University of Rochester in New 
York. A former NIH MERIT recipient, Dr. Tabak’s major research focus has been on the structure, 
biosynthesis and function of glycoproteins. He continues work in this area, maintaining an active research 
laboratory within the NIH intramural program in addition to his administrative duties. He is an elected 
member the National Academy of Medicine (formerly, the LOM). 
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Dr. CARRIE D. WOLINETZ , ACTING CHIEF OF STAFF AND THE ASSOCIATE 
DIRECTOR FOR SCIENCE POLICY AND DIRECTOR OF THE OFFICE OF SCIENCE 
POLICY (OSP) AT THE NATIONAL INSTITUTES OF HEALTH (NIH). 


As leader of OSP, she advises the NIH Director on science policy matters of 
significance to the agency, the research community, and the public, on a wide range of 
issues including human subjects protections, biosecurity, emerging biotechnologies 
ranging from stem cells to gene editing, data sharing, regenerative medicine, the organization and 
management of NIH, and the innovation polices related to NIH-funded research. 


Prior to joining NIH, Dr. Wolinetz worked on biomedical research policy issues as the Deputy Director for 
Federal Affairs at the Association of American Universities (AAU) and the Director of Scientific Affairs and 
Public Relations at the Federation of American Societies for Experimental Biology (FASEB). She also served 
as the President of United for Medical Research, a leading NIH advocacy coalition. Outside of NIH, Dr. 
Wolinetz teaches as an Adjunct Assistant Professor at Georgetown University in the School of Foreign 
Service’s program on Science, Technology & International Affairs, 


She has a BS in animal science from Cornell University, and she received her PhD in animal science from The 
Pennsylvania State University, where her area of research was reproductive physiology. 
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ATTENDEES 


ENIH Board of Directors 


In Person Joining Remotely 
Mrs. Buffy Cafritz Mrs. Deeda Blair 

Dr. Maria Freire Dr. Kathy Bloomgarden 
Dr. Edison Liu 

Mr. Joel Marcus 

Mr. Steve Mayer 


Dr. Tom Insel 
Dr. Judy Kovler 
Dr. Ron Krall 

Dr. Marty Murphy 
Dr. Steve Paul 

Dr. Ellen Sigal 
Ms. Nina Solarz 


Mr. Paul Montrone 
Mr. Fred Seigel 
Dr. Sol Snyder 
Dr. Sam Thier 


EST: 


In Person 

Dr. Lance Bultena, Senior Counsel, Hogan Lovells US, LLP 

Dr. Francis Collins, Director, National Institutes of Health (NIH) 

Ms. Meryl Comer, President & CEO, Geoffrey Beene Foundation Alzheimer’s Initiative 
Dr. Victor Dzau, President, National Academy of Medicine 

Ms. Sharon Reis, Founder and Principal, The Reis Group 

Dr. Anne Schuchat, Acting Director, Centers for Disease Control and Prevention (CDC) 
Ms. Marjorie Sorrells (Special Assistant to Dr. Schuchat) 

Dr. Larry Tabak, Deputy Director, NIH 

Dr. Carrie Wolinetz, Director, Office of Science Policy, NIH 


Joining Remotely 
Dr. Arthur Caplan, Drs. William F. & Virginia Connolly Mitty Professor of Bioethics, NYU 
Dr. Carolyn Mazure, Norma Weinberg Spungen and Joan Lebson Bildner Professor, Yale University 


Dr. Jonathan Moreno, David and Lyn Silfen University Professor of Ethics, University of 
Pennsylvania 


ENIH Sr. Staff 


Mr. Francisco Gonzalez - Cos e Ms. Abbey Meltzer 
Mr. Don Hill e Mr. David Wholley 
Mr. Kevin Klock e Ms. Julie Wolf-Rodda 
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Extraordinary Board of Directors Meeting 
Friday, March 16, 2018 
FNIH Offices: 11400 Rockville Pike, Suite MOlNorth Bethesda, Maryland 
Note All Times Eastern Daylight time 


Calin number Ps 
join WebEx meeting Password: OO 


Global call-in numbers 


AGENDA 
8:15 am Continental Breakfast 
9:00 am Call to Order, Welcome and Overview Dr. Freire/Dr. Paul 
9:10 am. Framing the Challenges of the Opioid’s Crisis Dr. Schuchat 
9:30 am. Enlisting Science to Help End the Opioid Crisis: Dr. Collins 
Strategy for a Public-Private Partnership 

9:50 am. ENIH Role Dr. Freire 
10:05 am Ethical Perspective and Reputational Risk Dr. Moreno/ Dr. Caplan 
10:25 am Other Considerations Guests 
11:10 am Discussion Dr. Paul 
11:30 am Executive Session Dr. Paul 
12:30 pm Adjourn Dr, Paul 
Guests: 

e = Dr. Lance Bultena, Senior Counsel, Hogan Lovells US, LLP 

e Dr. Francis Collins, Director, National Institutes of Health (NIH) 

. 


eoceee 


Ms. Meryl Comer, President & CEO, Geoffrey Beene Foundation Alzheimer’s Initiative 
Dr. Victor Dzau, President, National Academy of Medicine 

Ms. Sharon Reis, Founder and Principal, The Reis Group 

Dr. Anne Schuchat, Acting Director, Centers for Disease Control and Prevention (CDC) 
Ms. Marjorie Sorrells (Special Assistant to Dr. Schuchat) 

Dr. Larry Tabak, Deputy Director, NIH 

Carrie D. Wolinetz, Director, Office of Science Policy, NIH 


Joining Remotely: 


Dr. Arthur Caplan, Drs, William F. & Virginia Connolly Mitty Professor of Bioethics, NYU 
Dr. Carolyn Mazure, Norma Weinberg Spungen and Joan Lebson Bildner Professor, Yale 
University 

Dr. Jonathan Moreno, David and Lyn Silfen University Professor of Ethics, University of 
Pennsylvania 
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Dr. Maria Freire Dr. Kathy Bloomgarden 
Dr. Edison Liu 

Mr. Joel Marcus 

Mr. Steve Mayer 


Dr. Tom Insel 
Dr. Judy Kovler 
Dr. Ron Krall 

Dr. Marty Murphy 
Dr. Steve Paul 

Dr. Ellen Sigal 
Ms. Nina Solarz 


Mr. Paul Montrone 
Mr. Fred Seigel 
Dr. Sol Snyder 
Dr. Sam Thier 


EST: 


In Person 

Dr. Lance Bultena, Senior Counsel, Hogan Lovells US, LLP 

Dr. Francis Collins, Director, National Institutes of Health (NIH) 

Ms. Meryl Comer, President & CEO, Geoffrey Beene Foundation Alzheimer’s Initiative 
Dr. Victor Dzau, President, National Academy of Medicine 

Ms. Sharon Reis, Founder and Principal, The Reis Group 

Dr. Anne Schuchat, Acting Director, Centers for Disease Control and Prevention (CDC) 
Ms. Marjorie Sorrells (Special Assistant to Dr. Schuchat) 

Dr. Larry Tabak, Deputy Director, NIH 

Dr. Carrie Wolinetz, Director, Office of Science Policy, NIH 


Joining Remotely 
Dr. Arthur Caplan, Drs. William F. & Virginia Connolly Mitty Professor of Bioethics, NYU 
Dr. Carolyn Mazure, Norma Weinberg Spungen and Joan Lebson Bildner Professor, Yale University 


Dr. Jonathan Moreno, David and Lyn Silfen University Professor of Ethics, University of 
Pennsylvania 


ENIH Sr. Staff 


Mr. Francisco Gonzalez - Cos e Ms. Abbey Meltzer 
Mr. Don Hill e Mr. David Wholley 
Mr. Kevin Klock ¢ Ms. Julie Wolf-Rodda 
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Global call-in numbers 


AGENDA 
8:15 am Continental Breakfast 
9:00 am Call to Order, Welcome and Overview Dr. Freire/Dr. Paul 
9:10 am. Framing the Challenges of the Opioid’s Crisis Dr. Schuchat 
9:30 am. Enlisting Science to Help End the Opioid Crisis: Dr. Collins 
Strategy for a Public-Private Partnership 

9:50 am. ENIH Role Dr. Freire 
10:05 am Ethical Perspective and Reputational Risk Dr. Moreno/ Dr. Caplan 
10:25 am Other Considerations Guests 
11:10 am Discussion Dr. Paul 
11:30 am Executive Session Dr. Paul 
12:30 pm Adjourn Dr, Paul 
Guests: 

e = Dr. Lance Bultena, Senior Counsel, Hogan Lovells US, LLP 

e Dr. Francis Collins, Director, National Institutes of Health (NIH) 

. 


eoceee 


Ms. Meryl Comer, President & CEO, Geoffrey Beene Foundation Alzheimer’s Initiative 
Dr. Victor Dzau, President, National Academy of Medicine 

Ms. Sharon Reis, Founder and Principal, The Reis Group 

Dr. Anne Schuchat, Acting Director, Centers for Disease Control and Prevention (CDC) 
Ms. Marjorie Sorrells (Special Assistant to Dr. Schuchat) 

Dr. Larry Tabak, Deputy Director, NIH 

Carrie D. Wolinetz, Director, Office of Science Policy, NIH 


Joining Remotely: 


Dr. Arthur Caplan, Drs, William F. & Virginia Connolly Mitty Professor of Bioethics, NYU 
Dr. Carolyn Mazure, Norma Weinberg Spungen and Joan Lebson Bildner Professor, Yale 
University 

Dr. Jonathan Moreno, David and Lyn Silfen University Professor of Ethics, University of 
Pennsylvania 
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Guest Biographies 
-» LANCE D. BULTENA, HOGAN LOVELLS, SENIOR COUNSEL, WASHINGTON, DC 


Lance Bultena helps clients improve business outcomes by helping them to understand 
the regulatory and public policy environment in order to stay ahead of developments in 
these areas. With a deep understanding of economic issues and a background in 
regulation and public policy, Lance helps clients evaluate the impact of public sector 
developments on businesses, develop strategies to optimally manage that impact, and 

then beneficially influence regulatory and legislative outcomes. In this process, Lance normally works with a 
client's legal and public policy teams as well as the senior executives. 


Lance is a graduate of Harvard Law School; he earned both a Doctorate in Politics (D. Phil., the equivalent of 
a U.S. Ph.D.) and a Masters in Economics (M-Phil.) while attending Oxford University as a Rhodes Scholar. 
He is a graduate of the University of South Dakota. 


ARTHUR L. CAPLAN, PH.D., IS THE DRS. WILLIAM F. AND VIRGINIA CONNOLLY 
MITTY PROFESSOR OF BIOETHICS AT NEW YORK UNIVERSITY'S LANGONE 
MEDICAL CENTER. 


4 Dr. Caplan is currently the Drs, William F and Virginia Connolly Mitty Professor and 
founding head of the Division of Medical Ethics at NYU School of Medicine in New 
York City. Prior to coming to NYU School of Medicine, Dr. Caplan was the Sidney D. Caplan Professor of 
Bioethics at the University of Pennsylvania Perelman School of Medicine in Philadelphia, where he created 
the Center for Bioethics and the Department of Medical Ethics. Caplan has also taught at the University of 
Minnesota, where he founded the Center for Biomedical Ethics, the University of Pittsburgh, and Columbia 
University. He received his Ph.D. from Columbia University. 


He is currently the ethics advisor to the U.S. Department of Defense DARPA program on synthetic biology, 
a member of the University of Pennsylvania’s External Advisory Committee for its Orphan Disease Center, a 
member of the Ethics and Ebola Working Group of the World Health Organization and an advisor to the 
National Institutes of Health on organ transplantation. 


FRANCIS S. COLLINS, M.D., PH.D. DIRECTOR, NATIONAL INSTITUTE OF 
HEALTH 


Francis S. Collins, M.D., Ph.D. was appointed the 16th Director of the National 
Institutes of Health (NIH) by President Barack Obama and sworn in on August 17, 
2009. On June 6, 2017, President Donald Trump announced his selection of Dr. Collins 
to continue to serve as the NIH Director. In this role, Dr. Collins oversees the work of 
the largest supporter of biomedical research in the world, spanning the spectrum from basic to clinical 


research. 


Dr. Collins is a physician-geneticist noted for his landmark discoveries of disease genes and his leadership of 
the international Human Genome Project, which culminated in April 2003 with the completion of a finished 
sequence of the human DNA instruction book. Prior to his appointment as NIH Director, he served as 
director of the National Human Genome Research Institute at NIH from 1993-2008 
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MERYL COMER, PRESIDENT & CEO, GEOFFREY BEENE FOUNDATION 
ALZHEIMER’S INITIATIVE 


Meryl Comer is President and CEO of Geoffrey Beene Foundation Alzheimer's Initiative, 
which promotes early diagnosis, virtual innovation challenges, m-health technologies and 
national public service campaigns like Geoffrey Beene’s Rock Stars of Science. A co- 
founder of Women Against Alzheimer’s, she is the recipient of the 2015 Alzheimer Drug 
y Foundation “Great Ladies” Award, the 2015 International Book Award for Slow Dancing with a 
Stranger: Last and Found in the Age of Alzheimer’s, the 2014 Wertheim Global Medical Leadership Award (FIU), 
the 2007 Proxmire Award and the 2005 Shriver Profiles in Dignity Award. Ms. Comer has provided 
testimony before Congress on behalf of the Alzheimer's Association and served on the 2008 Alzheimer's 
Study Group, charged with presenting a National Strategic Plan to Congress in March 2009. 


An Emmy-award winning reporter, veteran TV producer and business talk show host, Meryl Comer was one 
of the first women in the early 1980's to host a nationally syndicated TV debate show to specialize in business 
news as it relates to public policy. 


VICTORJ. DZAU, M.D., PRESIDENT, NATIONAL ACADEMY OF MEDICINE 


Dr Victor J. Dzau is the President of the National Academy of Medicine (NAM), 
formerly the Institute of Medicine (IOM) in the United States. In addition, he serves as 
Vice Chair of the National Research Council. Dr. Dzau is also James B. Duke Professor 
of Medicine and Chancellor Emeritus at Duke University and the past President and 
CEO of the Duke University Health System. Dr. Dzau serves as Senior Advisor at 
Kearny Venture Partners and has been the Senior Scientific Advisor of Chondrogene Ltd. 
since January 2004. Dzau is a trailblazer in translational research, health innovation, and global health care 
strategy and delivery. 


Dr. Dzau graduated from McGill University, Faculty of Medicine in 1972 and specializes in cardiology. He is 
a member of the National Academy of Medicine, The American Academy of Arts and Sciences, and the 
European Academy of Sciences and Arts. He was the previous Chairman of the National Institutes of Health 
(NIH) Cardiovascular Disease Advisory Committee. 


CAROLYN M. MAZURE, PH.D., NORMA WEINBERG SPUNGEN AND JOAN LEBSON 
BILDNER PROFESSOR IN WOMEN'S HEALTH RESEARCH AND PROFESSOR OF 
PSYCHIATRY AND PSYCHOLOGY, YALE UNIVERSITY 


Dr. Carolyn M. Mazure is the Norma Weinberg Spungen and Joan Lebson Bildner 
Professor in Women’s Health Research, and Professor of Psychiatry and Psychology at 
the Yale School of Medicine. She created and directs Yale’s interdisciplinary research 
center on health and gender — Women’s Health Research at Yale. 


After three years at the NIH and fellowship training at Yale, Dr. Mazure was invited to join the Yale faculty — 
becoming an active clinician, a researcher funded by NIH, and Director of Psychiatry’s Adult Inpatient 
Program at Yale New Haven Hospital. 
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Dr. Mazure is a member of the Advisory Committee for the NIH Office for Research on Women’s Health 
and the Scientific Director of Yale’s NIH-funded Specialized Center of Research — developing gender- 
sensitive treatments for tobacco dependence, a consultant to the Yale Tobacco Center of Regulatory Science, 
and a member of the Advisory Board of the Yale Center for Biomedical Innovation and Technology (CBIT), 
an interdisciplinary initiative to foster greater innovation in medical technology. 


Dr. Mazure served as Associate Dean for Faculty at Yale Medical School and was awarded the Stephen Fleck 
Clinician and Teacher Award and the Sidney J. Blatt Award for excellence in clinical care, teaching and 
research —both from Yale. Among her other honors, Dt. Mazute is the recipient of the Marion Spencer Fay 
Award from the Institute for Women’s Health and Leadership, the American Psychological Association 
Distinguished Leadership Award from the Committee on Women in Psychology, the Elizabeth Blackwell 
Award from the National Organization for Women, and a U.S. Public Health Fellowship. 


JONATHAN D. MORENO, PH.D., PENN INTEGRATES KNOWLEDGE (PIK) 
PROFESSOR, DAVID & LYN SILFEN UNIVERSITY PROFESSOR, PROFESSOR OF 
MEDICAL ETHICS & HEALTH POLICY, PERELMAN SCHOOL OF MEDICINE 
UNIVERSITY OF PENNSYLVANIA. 


Dr. Moreno is the David and Lyn Silfen University Professor and Professor of Medical 
Ethics and the History and Sociology of Science at the University of Pennsylvania. He is 
one of fourteen Penn Integrates Knowledge professors and is a Senior Fellow at 

the Center for American Progress. Dr. Moreno served on the Obama-Biden Transition Project in 2008 as 
the Director of the Department of Health and Human Services Agency Review for Bioethics. 


Dr. Moreno is a senior advisor for the Presidential Commission for the Study of Bioethical Issues, and served 
on the senior staff of the Clinton Administration’s National Bioethics Advisory Commission and 

the Advisory Committee on Human Radiation Experiments. He is an elected member of the Institute of 
Medicine (now the National Academy of Medicine) of the National Academy of Sciences and is the U.S. 
member of the UNESCO International Bioethics Committee. 


SHARON REIS, FOUNDER AND PRINCIPAL THE REIS GROUP 


Sharon Reis is a 25-year veteran of the public relations industry who has long been 
dedicated to representing top-tier clients in health, healthcare, science, and social 
\\ | issues. Ms. Reis recently founded The Reis Group, which was named one of the best new 
= \ PR agencies of the year, following 18 successful years as co-founder and partner at 
GYMR Public Relations in Washington, D.C. 


Sharon is a communications and marketing faculty member of Duke University’s Leadership Program in 
Integrative Healthcare. She also serves on the Communications Advisory Board at the University of 
Massachusetts. Prior to founding The Reis Group and GYMR, she worked at Fleishman Hillard, Milton 
Bradley Company, and WWLP, the NBC Affiliate in Springfield, MA. She earned her MA from the 
University of Hartford and a BA from the University of Massachusetts Amherst. 
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Dr. ANNE SCHUCHAT, M.D. ACTING DIRECTOR, CENTERS FOR DISEASE 
CONTROL AND PREVENTION 


Dr. Anne Schuchat, M.D., is the acting director for the Centers for Disease Control and 
Prevention (CDC) and acting administrator of the Agency for Toxic Substances and 
Disease Registry (ATSDR). Dr. Schuchat has been CDC’s principal deputy director 
since 2015, and she also led CDC as acting director from January-July of 2017. She 
began her public health career in 1988 when she came to CDC as an Epidemic Intelligence Service officer. 


She served as the director of CDC's National Center for Immunization and Respiratory Diseases from 2006- 
2015. Other CDC leadership posts include: acting director of the Center for Global Health (2012-13), acting 
director of the National Center for Infectious Diseases (2005), and chief of the Respiratory Dis 
(1998-2005). 


's Branch 


Her contributions have been recognized by receipt of USPHS Meritorious Service Medals, the American 
Public Health Association’s Maternal and Child Health Young Investigator Award, the USPHS Physician 
Research Officer of the Year, and an Honorary Doctorate in Science from Swarthmore College. Dr. 
Schuchat graduated with highest honors from Swarthmore College and with honors from the Geisel School 
of Medicine at Dartmouth and completed her residency and chief residency in internal medicine at NYU’s 
Manhattan VA Hospital 


LAWRENCE A. TABAK, D.D.S., PH.D. 


Dr. Tabak is the Principal Deputy Director of the National Institutes of Health (NIH) 
and the Deputy Ethics Counselor of the Agency. He previou: rved as the Acting 
Principal Deputy Director of NIH (2009), and prior to that as Director of the 
National Institute of Dental and Craniofacial Research from 2000-10. 


Dr. Tabak has provided leadership for numerous trans-NIH activities, including the 
NIH Roadmap effort to support team science, known as the NIH Common Fund; the NIH Director’s 
initiative to enhance peer review; NIH’s American Recovery and Reinvestment Act implementation; the NIH 
initiative to enhance rigor and reproducibility in research; and the NIH-Wide Strategic Plan. He co-chaired 
working groups of the Advisory Committee to the Director of NIH on the Diversity of the Biomedical 
Research Workforce and the Long-Term Intramural Research Program Planning. Dr. Tabak also served as 
the interim program director of the trans-NIH Environmental influences on Child Health Outcomes 


Prior to joining NIH, Dr. Tabak was the Senior Associate Dean for Research and Professor of Dentistry and 
Biochemistry & Biophysics in the School of Medicine and Dentistry at the University of Rochester in New 
York. A former NIH MERIT recipient, Dr. Tabak’s major research focus has been on the structure, 
biosynthesis and function of glycoproteins. He continues work in this area, maintaining an active research 
laboratory within the NIH intramural program in addition to his administrative duties. He is an elected 
member the National Academy of Medicine (formerly, the LOM). 


NIH - 006248 


Dr. CARRIE D. WOLINETZ , ACTING CHIEF OF STAFF AND THE ASSOCIATE 
DIRECTOR FOR SCIENCE POLICY AND DIRECTOR OF THE OFFICE OF SCIENCE 
POLICY (OSP) AT THE NATIONAL INSTITUTES OF HEALTH (NIH). 


As leader of OSP, she advises the NIH Director on science policy matters of 
significance to the agency, the research community, and the public, on a wide range of 
issues including human subjects protections, biosecurity, emerging biotechnologies 
ranging from stem cells to gene editing, data sharing, regenerative medicine, the organization and 
management of NIH, and the innovation polices related to NIH-funded research. 


Prior to joining NIH, Dr. Wolinetz worked on biomedical research policy issues as the Deputy Director for 
Federal Affairs at the Association of American Universities (AAU) and the Director of Scientific Affairs and 
Public Relations at the Federation of American Societies for Experimental Biology (FASEB). She also served 
as the President of United for Medical Research, a leading NIH advocacy coalition. Outside of NIH, Dr. 
Wolinetz teaches as an Adjunct Assistant Professor at Georgetown University in the School of Foreign 
Service’s program on Science, Technology & International Affairs, 


She has a BS in animal science from Cornell University, and she received her PhD in animal science from The 
Pennsylvania State University, where her area of research was reproductive physiology. 
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Subject: Updated Materials for Tonight"s Meeting: Q1 2018 PACT Executive Committee Meeting 
Date: ‘Thursday, April 19, 2018 5:13:46 PM 
Attachments: EC Meeting 041918 vF3.pd° 


PACT ECO] Meeting 041918. Agenda-vF3.pdf 


-----Meeting Info----- 

Subject: Confirmed: Q1 2018 PACT Executive Committee Meeting 

When: Thursday, April 19, 2018 7:00 PM-8:00 PM (UTC-05;00) Eastern Time (US & Canada). 
Where: [ill OO 

Hi PACT EC Members, 

We had to updated a few slides for tonight's meeting. Please use these if you are not joining the 
WebEx this evening. 

Thanks, 

Stacey 

Dear PACT Executive Committee Members, 

In preparation for our first EC meeting tomorrow night, please find attached the agenda and 
presentation slides. We look forward to speaking with you as @ group for the first time, providing 
an update on PACT, and beginning some strategic discussions about the partnership. For the 
meeting, we will plan to have a WebEx for those who can join to view the slides along with us, 
but for those who will not be at their computers, the slides are attached here in pdf format for 
easy printing. 

For those utilizing the WebEx, we do recommend that you call in from a separate phone versus 
using the Voice-Over-IP (VOIP) function from your computers, as the VOIP function has caused 
issues for some in the past. The information for the WebEx and the teleconference line are 
below. Please do not hesitate to contact me if you need assistance or you have questions. 

We look forward to speaking with al of you tomorrow night, April 19th from 7-8 pm EDT. 
Thanks, 

Stacey 


On eEDEX Meetini 


Meeting number (access code) ce) 
Meeting password {SRG 


Join by phone 
GERI <'-i9 tol! number (US/Canada) 


If you are a host, go here to view host information 
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Partnership for Accelerating Cancer Therapies 
Executive Committee Meeting 


April 19, 2018 


FNIH 


Foundation for the NIH - 006251 
National Institutes of Health 


Meeting Teleconference Information 


Call In Number 


Passcode 


WebEx - Slide Viewing Join WebEx Here 


NOTE: We highly recommend dialing in from a separate phone and not utilizing Voice-Over-IP (VOIP) for this meeting. 
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Upcoming PACT EC Meetings 


JSC Meetings of Note to the EC 
PACT JSC Coordination Forum at ASCO - June 2, 6:30-8:30 PM CST — Face-to-Face 


EC Meetings 
Meeting2 Monday, June 11, 2018-— Teleconference 7-8 pm ET 
Meeting3 Friday, September 14, 2018- Face-to-Face 8-10 am ET 


Meeting4 Tuesday, December 18, 2018 — Extended EC Meeting — Teleconference 7-8:30 pm ET 
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Meeting Teleconference Information 


Call In Number 


Passcode 


WebEx - Slide Viewing Join WebEx Here 


NOTE: We highly recommend dialing in from a separate phone and not utilizing Voice-Over-IP (VOIP) for this meeting. 
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PACT JSC Coordination Forum at ASCO - June 2, 6:30-8:30 PM CST — Face-to-Face 


EC Meetings 
Meeting2 Monday, June 11, 2018-— Teleconference 7-8 pm ET 
Meeting3 Friday, September 14, 2018- Face-to-Face 8-10 am ET 
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From: Adam, Stacey (FNIH) [T) 


To: Collins, Francis (NIH/OD) [=] 

Co Wholley, David (FNIH) [T); Wood, Gretchen (NIH/OD) [E] 
‘Subject: Updates to the PACT Executive Committee Slides 

Date: Thursday, April 19, 2018 3:18:52 PM 


Attachments: EC Meeting 041918 vF2.pdf 


Dear Francis, 

1am reaching out to let you know thet we just had a quick conversation with Jeff Abrams and Jim 
Doroshow. They wanted to update the NIH/NCI budget allocations, as the ones we distributed 
yesterday did not reflect the most recent updates to their |O work. 

| am attaching the updated presentation for tonight’s meeting. The only slides that have changed are 
slides 13 and 20. 

Please let me know if you have any questions. | will be sending these updated slides to the rest of 
the EC shortly. 

Thanks, 

Stacey 

Stacey J. Adam, PhD 

Scientific Program Manager, Cancer 

Foundation for the National Institutes of Health 

Direct: (301) 435-8364 | Mobile: 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 
2017 Gold Stevie Award Winner for Organization of the Year 
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NOTE: We highly recommend dialing in from a separate phone and not utilizing Voice-Over-IP (VOIP) for this meeting. 
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Upcoming PACT EC Meetings 


JSC Meetings of Note to the EC 
PACT JSC Coordination Forum at ASCO - June 2, 6:30-8:30 PM CST — Face-to-Face 


EC Meetings 
Meeting2 Monday, June 11, 2018-— Teleconference 7-8 pm ET 
Meeting3 Friday, September 14, 2018- Face-to-Face 8-10 am ET 


Meeting4 Tuesday, December 18, 2018 — Extended EC Meeting — Teleconference 7-8:30 pm ET 
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Upcoming PACT EC Meetings 


JSC Meetings of Note to the EC 
PACT JSC Coordination Forum at ASCO - June 2, 6:30-8:30 PM CST — Face-to-Face 


EC Meetings 
Meeting2 Monday, June 11, 2018-— Teleconference 7-8 pm ET 
Meeting3 Friday, September 14, 2018- Face-to-Face 8-10 am ET 


Meeting4 Tuesday, December 18, 2018 — Extended EC Meeting — Teleconference 7-8:30 pm ET 


Partners for Innovation, Discovery, Health | www.fnihorg 17 


BACK-UP SLIDES 


FNIH 


Foundation for the NIH - 006339 
National Institutes of Health 


NIH - 006340 


Partners for Innovation, Discovery, Health | www.fnihorg 19 


NIH - 006341 


iap> NATIONAL CANCER INSTITUTE 


iap> NATIONAL CANCER INSTITUTE 


From: Foundation (FNIH) 


To: Collins, Francis (NIH/OD) [E} 
Subject: 2013 Geoffrey Beene Global NeuroDiscovery Challenge to Award $100,000 in Prizes 
Date: Tuesday, April 30, 2013 2:03:12 PM 
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FNIH AND GEOFFREY BEENE FOUNDATION ALZHEIMER’S INITIATIVE LAUNCH INNOVATION 
CHALLENGE TO IDENTIFY MALE/FEMALE DIFFERENCES IN ALZHEIMER’S DISEASE 


2013 Geoffrey Beene Global NeuroDiscovery Challenge to Award $100,000 in Prizes 


Bethesda, MD (April 30, 2013) — The Foundation for the National Institutes of Health, in association with the 
Geoffrey Beene Foundation Alzheimer's Initiative, today announced the first-ever challenge to identify 
male/female differences in the early cognitive decline that precedes Alzheimer's disease. 


The 2013 Geoffrey Beene Global NeuroDiscovery Challenge calls for original and innovative hypotheses on 
gender differences in pathology and neurodegenerative decline leading to Alzheimer's disease. The goal is to 
gain critical insight into this fatal, neurodegenerative disease to promote earlier interventions for both women 
and men. The challenge is being launched in support of WomenAgainstAlzheimer’s, a new network of 
prominent women leaders nationwide working to speed up the pace of Alzheimer's research. The winning 
submissions will share $100,000 in prize awards. 


“This challenge is a unique opportunity to stimulate and expand the scientific inquiry on gender differences in 
Alzheimer’s disease to a broad community of investigators,” noted Charles Sanders, MD, Chairman of the 
FNIH Board of Directors. “It further illustrates the power of joining the private and public sectors in partnership 
to overcome hurdles that will help patients worldwide.” 


“We are delighted to stand with the Geoffrey Beene Foundation Alzheimer’s Initiative in issuing this 
challenge,” said Maria Freire, Ph.D., President of the FNIH, which manages the partnership for the 
Alzheimer's Disease Neuroimaging Initiative (ADNI), a significant study of the progression of Alzheimer's 
disease that is one of the great success stories of NIH National Institute on Aging and private-sector funding. 
“By inviting researchers to ‘mine the data’ and tap into the investment by NIH and others in building the ADNI 
database, we also celebrate the critical role played by patients who have stepped up to be part of scientific 
studies by contributing their data to advance research.” 


“Women are two times at risk for Alzheimer’s because we outlive men, but we know little about other possible 
male/female differences. If what's been discovered in cardiovascular disease in terms of different symptoms, 
diagnosis and treatment for men and women, is also true for Alzheimer’s, it's time to find out,” said Meryl 
Comer, president and CEO of the Geoffrey Beene Foundation Alzheimer's Initiative and a founder of 
WomenAgainstAlzheimer's. “We are also very grateful to the NIH National Institute on Aging for its technical 
support on this challenge.” 


In the United States, women represent two out of three patients with Alzheimer’s, the nation’s sixth leading 
cause of death. Alzheimer's deaths rose 68% from 2000 to 2010. In addition to the enormous physical and 
emotional burdens on patients, families, and caregivers, the disease is also costly. Alzheimer's and other 
forms of dementia in the U.S. cost up to $215 billion annually, according to a new RAND Corporation study 
funded by the NIH National Institute on Aging and published in the New England Journal of Medicine. Around 
70% of the cost of care, or $142 billion, is paid by Medicare and Medicaid. By 2050, costs to Medicare and 
Medicaid are expected to increase more than 500%. In addition, this year more than 15 million Americans, 
mostly women, will provide unpaid care for Alzheimer's patients, valued at more than $216 billion. 


Globally, the World Alzheimer's Report 2010 estimates some 36 million people with dementia, nearly two- 
thirds of whom live in low and middle income countries, costing upwards of $600 billion, or 1% of global GDP. 


The challenge was launched April 29 at the Society for Women’s Health Research Gala in Washington, D.C. 


Proposals will be accepted from April 29 through August 31 at 5:00 PM EST. Other prestigious supporting 
organizations include the Institute of Medicine, the Society for Women’s Health Research and the 21st 


NIH - 006343 


Century BrainTrust™. A distinguished panel of judges will review submissions for scientific merit and 
innovation. Finalists and the challenge winner will be announced in late fall 2013. 


Technical support for the challenge is provided by the National Institute on Aging (NIA). NIA, one of the 27 
institutes and centers of NIH, leads the ADNI public-private partnership and supports the National Alzheimer's 
Coordinating Center (NACC), two databases the challenge invites applicants to mine. 


For more information or to submit proposals, please visit www.geoffreybeenechallenge.org. 
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To: Collins, Francis (NIH/OD) [E] 
Subject: 2014 Lurie Prize in the Biomedical Sciences 
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2014 Lurie Prize in Biomedical Sciences 
DEADLINE: October 1, 2013, 1:00 PM Eastern Daylight Time 
Prize Amount: $100,000 


The Foundation for the National Institutes of Health (FNIH) is accepting nominations for the 2014 Lurie 
Prize in the Biomedical Sciences, an annual award recognizing outstanding achievement by a young 
scientist in biomedical research. 


The deadline for nominations is October 1, 2013, 1:00 PM Eastern Daylight Time. 


The prize amount is $100,000 and is made possible by a generous gift from Ann Lurie, FNIH Board 
Member, distinguished philanthropist, and President of the Ann and Robert H. Lurie Foundation. 


The nomination criteria are: 


@ Nominator must be a member of an accredited educational and/or scientific institution 
@ Candidate must be 52 or younger on January 1, 2014 

@ All nomination materials must be in English 
© No self-nominations are allowed 


Nominations must include the following information: 


e@ The name and full contact information of the nominator (name, professional title, institutional affiliation, 
mailing address, telephone number, email address) 

e@ The name and full contact information of the candidate (name, professional title, institutional affiliation, 
mailing address, telephone number, email address) 

® A50 word citation of the basis for nomination 

® A ccurriculum vitae of the candidate that includes no more than 10 citations of publications on which 
the nomination is based 


The Awardee will be selected by a highly qualified Lurie Prize jury. The jury is chaired by Solomon H. Snyder, 
MD, FNIH Board Member and Distinguished Service Professor of Neuroscience, Pharmacology & Psychiatry, 
The Solomon H. Snyder Department of Neuroscience, Johns Hopkins University School of Medicine. 


Nominate someone today! Deadline: October 1, 2013, 1:00 PM Eastern Daylight Time! 
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From: Foundation for the NIH 


To: Collins, Francis (NIH/OD) [E] 
Subject: 2015 Lurie Prize in Biomedical Sciences 
Date: Tuesday, August 19, 2014 2:01:26 PM 
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2015 Lurie Prize in Biomedical Sciences 
DEADLINE: October 14, 2014, 1:00 PM Eastern Daylight Time 
Prize Amount: $100,000 


The Foundation for the National Institutes of Health (FNIH) is accepting nominations for the 2015 Lurie 
Prize in Biomedical Sciences, an annual award recognizing outstanding achievement by a young scientist 
in biomedical research. 

The deadline for nominations is October 14, 2014, 1:00 PM Eastern Daylight Time. 


The prize amount is $100,000 and is made possible by a generous gift from Ann Lurie, FNIH Board 
Member, distinguished philanthropist, and President of the Ann & Robert H. Lurie Foundation. 


The nomination criteria are: 


Nominator must be a member of an accredited educational and/or scientific institution 


. 
e Candidate must be 52 or younger on January 1, 2015 
@ All nomination materials must be in English 

. 


No self-nominations are allowed 


Nominations must include the following information: 


The nominator's name, title, contact information and terminal degree(s) 

The candidate's name, title, contact information, birthdate and all earned degrees 
A50 word citation of the basis for nomination 

A 250 word description of candidate's contributions 


A curriculum vitae for the candidate that includes no more than 10 citations of publications on which 
the nomination is based 


The Awardee will be selected by a highly qualified Lurie Prize jury. The jury is chaired by Solomon H. Snyder, 
MD, FNIH Board Member and Distinguished Service Professor of Neuroscience, Pharmacology & Psychiatry, 
The Solomon H. Snyder Department of Neuroscience, Johns Hopkins University School of Medicine. 


Nominate someone today! Deadline: October 14, 2014, 1:00 PM Eastern Daylight Time! 
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From: 

To: Collins, Erancis (NIH/OD) [E] 
‘Subject: 2017 FNIH Award Ceremony: Join Us! 
Date: ‘Thursday, March 16, 2017 12:27:24 PM 


Make a Gift 


2017 FNIH Award Ceremony: Join Us! 


We are just two months away from the FNIH Award Ceremony on May 17. Watch this video 
to learn more: 


NIH - 006349 


For tickets and information about sponsorship opportunities visit FNIH.ora/AwardCeremony. 


Foundation for the National Institutes of Health 


Be sure to add our email address to your address book or safe senders list so our emails get 
to your inbox. 
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From: ‘Eoundation for the NIM 
To: (Collins Francis (NIH/OD) [E1 
‘Subject: ‘Amie’s Place Foundation Grant To Expand Research on the Benefits of Human-Animal Interaction 
Date: ‘Wednesday, November 2, 2016 1:36:21 PM 
View this message on ourwebsite, 
Wide FNIH Header with New Logo 
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SHARE: 
Amie's Place Header v1 
@ 
The FNIH has received a $165,000 grant award from Amie's Place Amie’s Piace Founda ion 


Foundation, a New York-based not-for-profit dedicated to keeping families and 
pets together, to help advance research on the therapeutic benefits of human- 
‘animal interaction on human heal h and development. Such research is key to 
‘advancing our understanding of the relationships individuals have with pets in 
their home and communities as well as the therapeutic role animals can play in 
‘school and medical settings for special need and at-risk populations. The grant 
Provides funding in support of the Request for Applica ions issued by the 
{ational Institute of Child 


‘The research will examine the efficacy of the inclusion of animals in therapeutic interventions, rehabilitation 
‘and ongoing care for children and individuals with disabilties, neurological conditions, behavioral, emotional 
with pets in the home environment. The NICHD will announce the research grant recipients in the spring of 
2017. 


‘While conclusive evidence on the effectiveness of animal-assisted interventions is limited, previous studies 
have demonstrated that they promote healthy behavior and foster learning in special needs and at-risk 
populations. For example, physical and occupational therapy using horseback riding has shown to improve 
‘motor function, stability and muscular activity in children with cerebral palsy, and classroom-based programs 
have facilitated leaming and social interactions for children with Autism Spectrum Disorder and Attention 
Deficit Hyperactivity Disorder. However, such studies rarely examine the past and current relationship these 
individuals have with a pet in the home. Through these grants, the NICHD will help move this research area 
beyond case studies to better determine the interventions most effective for specific popula ions and how 
relationships with pets in the home environment may influence the impact of these interventions. 


‘9650 Rockville Pike Bethesda, MD 20814 | Tel: 301.402 5311 
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Subject: BioCentury TV Interviews 2015 Lurie Prize Winner Karl Deisseroth. 
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BioCentury TV Interviews 2015 Lurie Prize Winner Karl Deisseroth 


BioCentury TV has just posted a special interview with Karl Deisseroth, M.D., Ph.D., the winner of the 2015 
Lurie Prize in Biomedical Sciences from the Foundation for the National Institutes of Health. In the conversation 
with BioCentury Washington Editor Steve Usdin, Dr. Deisseroth discusses his two groundbreaking discoveries 
in neuroscience: a tool for precisely controlling neurons and neural circuits called optogenetics and a brain 
imaging technology known as CLARITY. Dr. Deisseroth, a psychiatrist, is the D.H. Chen Professor of 
Bioengineering and of Psychiatry and Behavioral Sciences at Stanford University and a Howard Hughes 
Medical Institute Investigator. The interview, which is presented in four segments, can be viewed here: 


KarlDeisserothinterviewBioCentury 
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To: Collins, Francis (NIH/OD) [E 
Subject: Congratulations to the graduating 2014-15 NIH MRSP Class 
Date: Monday, June 8, 2015 3:23:35 PM 
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The Foundation for the National Institutes of Health (FNIH) congratulates the graduating 2014-15 class of the 
NIH Medical Research Scholars Program (MRSP) on completing one year of intensive training toward 
becoming tomorrow's great medical researchers. 


The 2014-15 NIH MRSP Class, consisting of 42 medical, dental and veterinary students, conducted basic, 
clinical or translational research at 13 different NIH Institutes and Centers under the expert tutelage of 73 NIH 
tutors and mentors. Their areas of study included oncology, neurology, immunology, cardiovascular disease, 
endocrinology, psychiatry and many others. 


Lab TV recently visited with some of the students to film their reaction to the program experience. Watch the 
video here: 


IRSP Video Photo 
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By providing the MRSP Scholars with an exceptional education, the NIH is working tirelessly to ensure that 
the next great generation of physician scientists will help to make the medical discoveries of the future. The 


FNIH is proud to support these deserving young investigators. 


in us in shaping the future of medical research. 
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From: Foundation for the National Institutes of Health 


To: Collins, Francis (NIH/OD) [E] 
Ce: Wolinetz, Carrie (NIH/OD) [E]; Di Mantova, Emma (NIH/OD) [E]; woodsg@nih.gov 
Subject: Declined Invitation: Harold Varmus Recognition Ceremony 

Date: Monday, April 9, 2018 2:02:43 PM 


harold varmus banner v4 


Dear Dr. Collins, 


Thank you for letting us know that you cannot attend the Harold Varmus Recognition 
Ceremony. We hope that you will join us at one of our future events. 


Sincerely, 
Foundation for the National Institutes of Health 
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To: Collins, Francis (NIH/OD) [E] 
Subject: Dr. Karl Deisseroth is Awarded the Lurie Prize 
Date: Friday, May 29, 2015 4:04:40 PM 
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Dr. Karl Deisseroth holds the medal and certificate of Dr. Deisseroth and Dr. Francis Collins engage ina 
the Lurie Prize in Biomedical Sciences. Presenting the conversation during the FNIH Award Dinner about 
award are Ann Lurie, left, philanthropist, FNIH Board Dr. Deisseroth’s work. 

Member and benefactor of the Lurie Prize and 

Dr. Maria Freire, President and Executive Director of the 

FNIH. 


FNIH Presents Lurie Prize in Biomedical 


Sciences to Dr. Karl Deisseroth 


Dr. Collins Playing Guitar ‘Ann Lurie and Charlie Sanders 2 
a a 
Dr. Collins performs a special song at the end of the nn Lurie, philanthropist, joard member ani 
FNIH Dinner, honoring in verse the work of benefactor of the Lurie Prize poses with 
Dr. Deisseroth. Dr. Charles Sanders, Chairman of the FNIH. 


Friends, Board members and guests of the Foundation for the National Institutes of Health came together on May 
20 for the third annual FNIH Award Ceremony, at which Dr. Karl Deisseroth was awarded the 2015 Lurie Prize in 
Biomedical Sciences. Dr. Deisseroth, the D.H. Chen Professor of Bioengineering and of Psychiatry and Behavioral 
Sciences at Stanford University and a Howard Hughes Medical Institute Investigator, was recognized for leading 
the development of optogenetics, a technology for controlling cells with light, and CLARITY, a method for making 
intact organs transparent for study. Click here for more pictures of the event >>. 


At the conclusion of the dinner, NIH Director Dr. Francis Collins performed a special song in honor of 
Dr. Deisseroth and his work. Click here to see the video>> 
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Thank You to our 2015 


FNIH Award Ceremony Sponsors! 


TRAILBLAZER PIONEER 
, AbbVie 
jlexandria Realty ‘Amgen, Inc. 
James H. Donovan 


Foundation for Advanced Education in the Sciences 
Janssen Research & Development, LLC 

Ann Lurie 

Dame Jillian Sackler 


s INVESTIGATOR 
Kovler Foundation 7 
- Peter and Judy Kovler Loar 
Eli Lilly and Company 
Dr. and Mrs. Charles A. Sanders 
Nina K. Solarz 


EXPLORER 


AcademyHealth 
AdvaMed (Advanced Medical Technology Association) 
Booz Allen Hamilton 


City of Hope 
Crowell & Moring LLP 
Emergent BioSolutions, Inc. 
Dr. Martin J. Murphy 
In honor of the CEO Roundtable on Cancer 
Omega World Travel 
SunTrust Bank 
Dr. and Mrs. Samuel O. Thier 


Save the Date May 18, 2016 
for the 4° Annual FNIH Award Ceremony 
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To: Collins, Francis (NIH/OD) [E] 
Subject: Dr. Karl Deisseroth is Awarded the Lurie Prize 
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Dr. Karl Deisseroth holds the medal and certificate of Dr. Deisseroth and Dr. Francis Collins engage ina 
the Lurie Prize in Biomedical Sciences. Presenting the conversation during the FNIH Award Dinner about 
award are Ann Lurie, left, philanthropist, FNIH Board Dr. Deisseroth’s work. 

Member and benefactor of the Lurie Prize and 

Dr. Maria Freire, President and Executive Director of the 

FNIH. 


FNIH Presents Lurie Prize in Biomedical 


Sciences to Dr. Karl Deisseroth 


Dr. Collins Playing Guitar ‘Ann Lurie and Charlie Sanders 2 
a a 
Dr. Collins performs a special song at the end of the nn Lurie, philanthropist, joard member ani 
FNIH Dinner, honoring in verse the work of benefactor of the Lurie Prize poses with 
Dr. Deisseroth. Dr. Charles Sanders, Chairman of the FNIH. 


Friends, Board members and guests of the Foundation for the National Institutes of Health came together on May 
20 for the third annual FNIH Award Ceremony, at which Dr. Karl Deisseroth was awarded the 2015 Lurie Prize in 
Biomedical Sciences. Dr. Deisseroth, the D.H. Chen Professor of Bioengineering and of Psychiatry and Behavioral 
Sciences at Stanford University and a Howard Hughes Medical Institute Investigator, was recognized for leading 
the development of optogenetics, a technology for controlling cells with light, and CLARITY, a method for making 
intact organs transparent for study. Click here for more pictures of the event >>. 


At the conclusion of the dinner, NIH Director Dr. Francis Collins performed a special song in honor of 
Dr. Deisseroth and his work. Click here to see the video>> 
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Thank You to our 2015 


FNIH Award Ceremony Sponsors! 


TRAILBLAZER PIONEER 
, AbbVie 
jlexandria Realty ‘Amgen, Inc. 
James H. Donovan 


Foundation for Advanced Education in the Sciences 
Janssen Research & Development, LLC 

Ann Lurie 

Dame Jillian Sackler 


s INVESTIGATOR 
Kovler Foundation 7 
- Peter and Judy Kovler Loar 
Eli Lilly and Company 
Dr. and Mrs. Charles A. Sanders 
Nina K. Solarz 


EXPLORER 


AcademyHealth 
AdvaMed (Advanced Medical Technology Association) 
Booz Allen Hamilton 


City of Hope 
Crowell & Moring LLP 
Emergent BioSolutions, Inc. 
Dr. Martin J. Murphy 
In honor of the CEO Roundtable on Cancer 
Omega World Travel 
SunTrust Bank 
Dr. and Mrs. Samuel O. Thier 


Save the Date May 18, 2016 
for the 4° Annual FNIH Award Ceremony 
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From: Foundation for the National Institutes of Health 


To: Collins, Francis (NIH/OD) [E] 
Ce: Wolinetz, Carrie (NIH/OD) [E]; Di Mantova, Emma (NIH/OD) [E]; woodsg@nih.gov 
Subject: Event Reminder: FNIH Holiday Open House 

Date: Tuesday, December 12, 2017 1:36:14 PM 


Final Open House Header 


n 


Dear Dr. Collins, 


This is a reminder that the FNIH Holiday Open House is taking place soon. Event details are 
below. If you have any questions, please reply to this email. 


Add to Calendar 

Event: FNIH Holiday Open House 

Date: Wednesday, December 13, 2017 

Time: 4:00 PM - 6:00 PM 

Location: New FNIH Office 

Address: North Bethesda Place I, 11400 Rockville Pike, Suite 600, North Bethesda, 
Maryland 20852 

Click here to view directions to the office! 

We look forward to seeing you there. 

Sincerely, 


Foundation for the National Institutes of Health 
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From: FNIH Events 


To: Collins Francis (IH/OD) fe] 
ce: ‘Adam Stacey (FNIM) [7]; Wood Gretchen (NIH/OD) [E] 

Subject: Final Reminder: Partnerships for Accelerating Cancer Therapies (PACT) Meeting - Reply by 09.16 2016 
Date: Thursday, September 15, 2016 2:17:17 PM 

PACT Banner 


Dear Dr. Collins, 


Thank you for working with us on PACT. We are excited to see many of you at the in-person meeting in Bethesda on September 
22nd. 


We understand most have already provided your availability to attend or not attend the meeting to Stacey. However, we wanted 
each of you to have the chance to register, just in case plans had changed for those who originally indicated they were unable to 
attend. This invite will escort you through the official registration to the meeting and allow you to reserve a room if needed at the 
hotel for the night before the meeting. 

A formalized agenda will be available at a later date. 

Thank you all for your time, enthusiasm, and dedication to this effort already. 


Sincerely, 
The PACT Organizing Team 


MEETING INFORMATION 


EVENT 
Partnerships for Accelerating Cancer Therapies (PACT) Meeting 


MEETING LOCATION 
Bethesda North Marriott Hotel & Conference Center 
5701 Marinelli Road, North Bethesda, Maryland 20852, USA 


TENTATIVE AGENDA 

Thursday, September 22nd 

Meeting Room: Salon F 

Breakfast & Registration: 7:00 - 8:00 a.m. 


All meals will be provided 


Alll times listed are in Eastern Time 


Please confirm or decline your attendance by clicking one of the links below to register by Friday, September 16, 2016. This 
invitation is for the intended invitee only. Please do not forward. 


Yes, I will attend. 


No, I cannot attend. 


Booking a Hotel Room 


FNIH has negotiated a hotel room block at the Bethesda North Marriott Hotel & Conference Center at the special group rate of 
$222.00 per night, plus taxes (13%) for the evening of Wednesday, September 21st. 


You may request a hotel room during registration. Please note that FNIH will book a reservation on your behalf, but you are 
responsible for all hotel charges and other travel expenses. 


We look forward to seeing you there! 


Should you have any questions regarding the program, please contact Stacey Adam, PhD (sadam@fnih ora); and if you have 
questions regarding the event logistics, contact Janelle Lewis (jlewis@fnih org, 
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Foundation for the NIH 


To: Collins Francis (NIH/OD) fe 
Subject: FNIH Announces Recipients of Inaugural Charles A. Sanders, M.D., Partnership Award 
Date: Wednesday, October 19, 2016 10:57:43 AM 


Wide FNIH Header with New Logo 


‘SHARE: 
Partnership Award Header 


The FNIH has selected two longstanding, private sector partners - Bill & Melinda Gates Foundation and 
Pfizer -- as recipients of the inaugural Charles A. Sanders, M.D., Partnership Award. Honoring 20 years of 
advancing biomedical research under the leadership of former Chairman of the Board Charles A. Sanders, 
M.D., the award recognizes persons and/or organizations that have made significant contributions to the 
FNIH's work to build, implement and nurture private-public partnerships in support of the mission of the 
National Institutes of Health. 


The Gates Foundation became one of the FNIH's key partners 13 years ago, supporting 13 projects focused 
‘on the world's most pressing health challenges, such as malaria, HIV, dengue and Zika viruses, tuberculosis 
and child malnutrition. The partnership expanded the internal infrastructure of the FNIH by bringing award- 
winning, globally-recognized scientists to its team and established he FNIH's capacity for independent grant 
making. 


Pfizer has supported the FNIH for nearly two decades. The company’s scientific leadership and more than 
‘$75 million in donations to date helped to expand the understanding of the gene ic causes of common 
diseases, to support pediatric testing programs for drugs according to the provisions of the Best 
Pharmaceuticals for Children Act, to change the understanding of Alzheimer’s disease by identifying 
biological markers (biomarkers) that signal its progression, and to develop research that identifies and works 
to qualify promising biomarkers for use in diagnosing disease through the FNIH Biomarkers Consortium. 


The Charles A. Sanders, M.D., Partnership Award will be presented at a ceremony this evening in Bethesda, 
MD. For more information, please click here. 
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Foundation for the NIH 


To: Collins Francis (NIH/OD) fE1 
Subject: FNIH Announces Recipients of Inaugural Charles A. Sanders, M.D., Partnership Award 
Date: Wednesday, October 19, 2016 10:55:07 AM 


Wide FNIH Header with New Logo 


‘SHARE: 
Partnership Award Header 


The FNIH has selected two longstanding, private sector partners - Bill & Melinda Gates Foundation and 
Pfizer -- as recipients of the inaugural Charles A. Sanders, M.D., Partnership Award. Honoring 20 years of 
advancing biomedical research under the leadership of former Chairman of the Board Charles A. Sanders, 
M.D., the award recognizes persons and/or organizations that have made significant contributions to the 
FNIH's work to build, implement and nurture private-public partnerships in support of the mission of the 
National Institutes of Health. 


The Gates Foundation became one of the FNIH's key partners 13 years ago, supporting 13 projects focused 
‘on the world's most pressing health challenges, such as malaria, HIV, dengue and Zika viruses, tuberculosis 
and child malnutrition. The partnership expanded the internal infrastructure of the FNIH by bringing award- 
winning, globally-recognized scientists to its team and established he FNIH's capacity for independent grant 
making. 


Pfizer has supported the FNIH for nearly two decades. The company’s scientific leadership and more than 
‘$75 million in donations to date helped to expand the understanding of the gene ic causes of common 
diseases, to support pediatric testing programs for drugs according to the provisions of the Best 
Pharmaceuticals for Children Act, to change the understanding of Alzheimer’s disease by identifying 
biological markers (biomarkers) that signal its progression, and to develop research that identifies and works 
to qualify promising biomarkers for use in diagnosing disease through the FNIH Biomarkers Consortium. 


The Charles A. Sanders, M.D., Partnership Award will be presented at a ceremony this evening in Bethesda, 
MD. For more information, please click here. 
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To: Collins 


FIM at the CFC Kick-OfF 
Date: ‘Tuesday, September 27, 2016 3:25:21 PM 
View tis message on our website, 
'Wide FNIH Header with New Logo 


SHARE: _ 


NIH CFC Campaign Kicks-Off Tomorrow 


Dear Diane, 

Leam More 
‘Tomorrow the NIH CFC campaign kicks-off at the tents in front of 
Building 1. The Foundation for the National Institutes of Health 
(FNIH) will be there! 


‘We hope to see you and have an opportunity to tell you how the FNIH_ CFC Approved Charity 
leverages the passion, imagination and generosity of our partners 

‘and donors to create effective and bold initiatives in support of the 

mission of the NIH. 


‘You may already be familiar with how the FNIH collaborates with the 
NIH in its efforts, including: 


‘* Providing funding for the Medical Research Scholars Program 
‘and other fellowships that train tomorrow's great medical 
scientists; #29165 

‘© Managing and securing funding for the Accelerating = 

| 8\8) 


Medicines Partnership (AMP); | 
‘© Fundraising for social mobilization and communication efforts 

associated with the Ebola research in West Africa; 
‘© Supporting the Edmond J. Safra Family Lodge breakfast 

program; and, 


‘The FNIH is a proud partner of NIH to further science, discovery and 
improving human heal h. 


We hope to see you tomorrow! 


‘9650 Rockville Pike Bethesda, MD 20814 | Tel: 301.402 5311 
Foundation for the National Institutes of Health © All rights reserved 
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Collins, Francis (NIH/OD) [E] 
FNIH Elects Two New Members to Board of Directors 


Friday, June 26, 2015 6:30:59 PM 


Having trouble? View this message on our website. 


Misit Our Website | TellAFriend | Donate 


FNIH Elects Two New Members to Board of Directors 


The Board of Directors of the Foundation for the National Institutes of Health ECE Ieee) 
(FNIH) has unanimously elected Judy Lansing Kovler, Ph.D. and Russell W. : 
Steenberg as Directors of the Foundation. Both members will serve three-year [Qulo59 


terms, which began immediately following the Board meeting held in May 2015. heres A. Sanders, M.D. 
vairman 


Judy Lansing Kovier Dr. Kovier, a psychotherapist in private practice 
for more than 30 years, provides individual, 
family and couples counseling to adults and 
pin absEeEmRLaEE The Honorable John Edward Porter 
to various government agencies, including the  YpAvres assist ail sss 

- State Department, Treasury Department, 
i?) Secret Service and the White House. In the 
Washington, D.C., area, she has served as a 
consultant to several schools and corporations. 


Solomon H. Snyder, M.D. 
Vice Chairman for Scie 


“| am delighted that we have added to the FNIH 

Board someone with such wide-ranging 

healthcare experience and deep community 

involvement,” said FNIH Chairman Charles 
Sanders, M.D. “Judy will bring a new, strong voice to the Board of Directors, 
and she will offer a fresh perspective and wise counsel to the FNIH.” 


Treasurer 


Mrs. William McCormick Blair, Jr 
retary 


Elected Directors 
Kathy Bloomgarden, Ph.D. 
Mrs. William (Buffy) N. Cafnitz 
Mr. James H. Donovan 
Russ Steenberg Headshot | Mr. Steenberg, who has more than 32 years of Mlsseai) Mazes cM PD 
experience in private equity investment, is the [EAI UIST te) 
global head of BlackRock Private Equity Judy Lansing Kovier, Ph.D. 
Partners, having joined in July 1999 as founder [i=Pur-ie) mil-cr- MV) 
and head of Private Equity Partners. Freda C. Lewis-Hall, M.D., FAPA 
Ph.D. 


Click here to read the press release about Dr. Kovier. 


“Lam delighted that we have added to the FNIH 
Board someone with such an impressive 
background and diverse interests,” said FNIH SREY SMen enn) 


Chairman Charles Sanders, M.D. “With his Martin J. Murphy Jr., Ph.D. 
financial savvy and managerial insights, |know [S@veu) vie ivi) 
Russ will strengthen even further an exemplary BRiTputcrte «moles 
group of directors. | look forward to his Mrs. Lily Safra 
Participation in the vital work of FNIH.” Ellen V_ Sigal, Ph.D. 
Ms. Nina K. Solarz 
Click here to read the press release about Mr. Steenberg. Russell W. Steenb: 


amuel O. Thier, M.D. 
Anne Wojcicki 


Ex Officio Non-Voting Directors 
Francis S. Collins D., Ph.D. 
Stephen Ostroff, M 


Directors Emeritus 
Paul Berg, Ph.D 
Sherry Lansing 


Honorary Directors 
Luther W. Brady, M.D 


NIH - 006367 


Patrick C. Walsh, 


10 Rockville Pike, Bethesda, MD 20814-3999 tet: 
fax: 301-480-2752 
FNIH All rights reserved. 
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From: Foundation for the NIH 


To: 
Subject: Great News at the FNIH! 
Date: Wednesday, July 8, 2015 1:21:44 PM 


Having trouble? View this message on our website, 


New FNIH Logo 250px 


Great News at the FNIH! 7?) 


| Gee New Hire: Abbey Meltzer 
accountability and transparency have [es 
earned it a 4-star rating from Charity 
a Navigator, America’s largest 
independent charity evaluator. 


“FNIH's coveted 4-star rating puts it in a 
very select group of high-performing 

charities.” according to Tim Gamory, 
COO of Charity Navigator. “Out of the thousands of nonprofits 
Charity Navigator evaluates, only one out of four earns 4 stars - a | 
rating that demands rigor, responsibility and commitment to 
openness. FNIH’s supporters should feel much more confident that [MUaNa aN SPs Teo Titel tiaTe Bl) 
their hard-earned dollars are being used efficiently and responsibly UCT) AUS rS ai alice lata 
when it acquires such a high rating.” Communications. 


For more information click here. El 


oe 
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Collins Francis 
‘Happy Holidays and a Prosperous 2013! 
‘Thursday, December 20, 2012 5:03:58 PM. 


a 


Foundation for the National Institutes of Health 


‘SHARE: 


Happy Holidays and a Prosperous 2013! 


2013 Holiday Video 


(Click image to play video) 


From everyone at the Foundation for the National Institutes of Health 
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‘Foundation (ENIH) 
(Collins. Francis (NIH/OD) [E1 

‘Happy Holidays and a Prosperous 2014! 
‘Thursday, December 19, 2013 10:52:24 AM 


a 


2013 Winter 800px Header with New Logo 


‘TelLA Friend | Visit Us Online 


Happy Holidays and a Prosperous 2014! 


2013 Holiday Video 


(Click image to play video) 
From the Board, President and staff of the 
Foundation for the National Institutes of Health 
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Foundation for the National Institutes of Health 
Collins_Francis (NIH/OD) [E1 

Wolinetz_Carrie (NIH/OD) {E]; Di Mantova_Emma (NIH/OD) []; woodsa@inih.gov 
Invitation to the FNIH Holiday Open House 

Monday, December 4, 2017 5:59:48 PM 


Final Open House Header 


Dear Dr. Collins, 

You are cordially invited to the FNIH Holiday Open House taking place on Wednesday, December 13, 2017 from 
4:00 PM to 6:00 PM. The event is located at the New FNIH Office, North Bethesda Place I, 11400 Rockville Pike, 
Suite 600, North Bethesda, Maryland 20852. 

Please respond by clicking either Yes or No. 

We look forward to hearing from you and, we hope, to seeing you at the event. 

Sincerely, 


Foundation for the National Institutes of Health 


FNIH logo mid size 
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From: Foundation for the National Institutes of Health 


To: Collins, Francis (NIH/OD) [E] 
ce: Wolinetz, Carrie (NIH/OD) [E1; Di Mantova, Emma (NIH/OD) [E]; woodsa@nih.gov 
Subject: Invitation to the Harold Varmus Recognition Ceremony 


205 AM 


Monday, April 9, 2018 9: 


NIH - 006373 


varmus 5 (002) 


The President of the Foundation for the National Institutes of Health cordially invites you to a ceremony in 
recognition of the service of Harold E. Varmus, M.D., Director of the National Cancer Institute from 2010 
to 2015. 


NIH - 006374 


Accept Invitation 


Decline Invitation 


Click here to view this email in a web browser. 


Sincerely, 


Foundation for the National Institutes of Health 
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From: Foundation for the National Institutes of Health 


To: Collins, Francis (NIH/OD) [E] 
Subject: Invitation to the Retirement Celebration Reception for Barbara M. McGarey, J.D. 
Date: Wednesday, May 9, 2018 4:29:30 PM 


Barbara McGarey Celebration (2) 


The President and the Board of Directors of the Foundation for the National Institutes of 
Health cordially invite you to a reception celebrating the retirement of Barbara M. McGarey, 
J.D. This event will take place on Thursday, May 31, 2018 at 3:30 PM at The Cloisters, NIH 
Campus (Building 60) located at 1 Cloister Court, Bethesda, Maryland 20852. 

Accept Invitation 

Decline Invitation 


Please note this invitation is for the reception only. To RSVP for the main event, please visit 
barbarammcgareyretirement2018.eventbrite.com. 


Sincerely, 
Foundation for the National Institutes of Health 


FNIH logo mid size 
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From: FNIH Events 


To: Collins Francis (NIH/OD) fe] 
ce: ‘Adam Stacey (FNIM) [T]; Wood Gretchen (NIH/OD) [E] 

Subject: Invitation: Partnerships for Accelerating Cancer Theraples (PACT) Meeting - Reply by 09.16 2016 
Date: Tuesday, September 13, 2016 2:53:17 PM 

PACT Banner 


Dear Dr. Collins, 


Thank you for working with us on PACT. We are excited to see many of you at the in-person meeting in Bethesda on September 
22nd. 


We understand most have already provided your availability to attend or not attend the meeting to Stacey. However, we wanted 
each of you to have the chance to register, just in case plans had changed for those who originally indicated they were unable to 
attend. This invite will escort you through the official registration to the meeting and allow you to reserve a room if needed at the 
hotel for the night before the meeting. 

A formalized agenda will be available at a later date. 

Thank you all for your time, enthusiasm, and dedication to this effort already. 


Sincerely, 
The PACT Organizing Team 


MEETING INFORMATION 


EVENT 
Partnerships for Accelerating Cancer Therapies (PACT) Meeting 


MEETING LOCATION 
Bethesda North Marriott Hotel & Conference Center 
5701 Marinelli Road, North Bethesda, Maryland 20852, USA 


TENTATIVE AGENDA 

Thursday, September 22nd 

Meeting Room: Salon F 

Breakfast & Registration: 7:00 - 8:00 a.m. 


All meals will be provided 


Alll times listed are in Eastern Time 


Please confirm or decline your attendance by clicking one of the links below to register by Friday, September 16, 2016. This 
invitation is for the intended invitee only. Please do not forward. 


Yes, I will attend. 


No, I cannot attend. 


Booking a Hotel Room 


FNIH has negotiated a hotel room block at the Bethesda North Marriott Hotel & Conference Center at the special group rate of 
$222.00 per night, plus taxes (13%) for the evening of Wednesday, September 21st. 


You may request a hotel room during registration. Please note that FNIH will book a reservation on your behalf, but you are 
responsible for all hotel charges and other travel expenses. 


We look forward to seeing you there! 


Should you have any questions regarding the program, please contact Stacey Adam, PhD (sadam@fnih ora); and if you have 
questions regarding the event logistics, contact Janelle Lewis (jlewis@fnih org, 
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From: FNIH Events 


To: Collins Francis (NIH/OD) [E1 
ce: Wood Gretchen (NIH/OD) [E1 

Subject: Invitation: Partnerships for Accelerating Cancer Therapies (PACT) Meeting - Reply by 09.16 2016 
Date: Monday, September 12, 2016 11:48:44 AM 

PACT Banner 


Dear Dr. Collins, 


Thank you for working with us on PACT. We are excited to see many of you at the in-person meeting in Bethesda on September 
22nd. 


We understand most have already provided your availability to attend or not attend the meeting to Stacey. However, we wanted 
each of you to have the chance to register, just in case plans had changed for those who originally indicated they were unable to 
attend. This invite will escort you through the official registration to the meeting and allow you to reserve a room if needed at the 
hotel for the night before the meeting. 

A formalized agenda will be available at a later date. 

Thank you all for your time, enthusiasm, and dedication to this effort already. 


Sincerely, 
The PACT Organizing Team 


MEETING INFORMATION 


EVENT 
Partnerships for Accelerating Cancer Therapies (PACT) Meeting 


MEETING LOCATION 
Bethesda North Marriott Hotel & Conference Center 
5701 Marinelli Road, North Bethesda, Maryland 20852, USA 


TENTATIVE AGENDA 

Thursday, September 22nd 

Meeting Room: Salon F 

Breakfast & Registration: 7:00 - 8:00 a.m. 


All meals will be provided 


Alll times listed are in Eastern Time 


Please confirm or decline your attendance by clicking one of the links below to register by Friday, September 16, 2016. This 
invitation is for the intended invitee only. Please do not forward. 


Yes, I will attend. 


No, I cannot attend. 


Booking a Hotel Room 


FNIH has negotiated a hotel room block at the Bethesda North Marriott Hotel & Conference Center at the special group rate of 
$222.00 per night, plus taxes (13%) for the evening of Wednesday, September 21st. 


You may request a hotel room during registration. Please note that FNIH will book a reservation on your behalf, but you are 
responsible for all hotel charges and other travel expenses. 


We look forward to seeing you there! 


Should you have any questions regarding the program, please contact Stacey Adam, PhD (sadam@fnih org); and if you have 
questions regarding the event logistics, contact Janelle Lewis (jlewis@fnih org, 


NIH - 006379, 
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From: FNIH Events 


To: Collins Francis (NIH/OD) [E1 
ce: Wood Gretchen (NIH/OD) [E1 

Subject: Invitation: Partnerships for Accelerating Cancer Therapies (PACT) White Paper Development Meeting - Reply by 10.24.2016 
Date: Friday, October 21, 2016 9:21:46 AM 


PACT Banner 2 


Dear Dr. Collins, 
Thank you for working with us on PACT. We are excited to see many of you at the in-person meeting in Bethesda on November 7. 


We understand most have already provided your availability to attend or not attend the meeting to Stacey. However, we wanted 
each of you to have the chance to register, just in case plans had changed for those who originally indicated they were unable to 
attend. This invite will escort you through the official registration to the meeting and allow you to reserve a room if needed at the 
hotel for the night before the meeting. 


A formalized agenda will be available at a later date. 
Thank you all for your time, enthusiasm, and dedication to this effort already. 


Sincerely, 
The PACT Organizing Team 


MEETING INFORMATION 


EVENT 
Partnerships for Accelerating Cancer Therapies (PACT) White Paper Development Meeting 


MEETING LOCATION 
Bethesda North Marriott Hotel & Conference Center 
5701 Marinelli Road, North Bethesda, Maryland 20852, USA 


TENTATIVE AGENDA 

Monday, November 7th 

Breakfast & Registration: 7:00 - 8:00 a.m. 
Meeting: 8:00 a.m. - 6:00 p.m. 

Lunch: 12:30 - 1:00 p.m. 

Reception: 6:00 - 7:00 p.m. 


All times listed are in Eastern Time 
All meals will be provided 
Agenda will be provided at a later date 


HOTEL RESERVATIONS 
FNIH has negotiated a hotel room block at the Bethesda North Marriott Hotel & Conference Center at the special group rate of 
$182.00 per night, plus taxes (13%) for the evening of Sunday, November 6. 


You may request a hotel room during registration. Please note that FNIH will book a reservation on your behalf, but you are 
responsible for all hotel charges and other travel expenses. 


Please confirm or decline your attendance by clicking one of the links below to register by Monday, October 24, 2016. This 
invitation is for the intended invitee only. Please do not forward. 


We look forward to seeing you there! 


Yes, I will attend in person or by teleconference. 


No, I will not attend. 


Should you have any questions regarding the program, please contact Stacey Adam, PhD (sadam@fnih org); and if you have 
questions regarding the event logistics, contact Janelle Lewis (jlewis@fnih org, 
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From: FNIH Events 


To: Collins Francis (NIH/OD) [E1 
ce: ‘Adam Stacey (FNIH) [T]; Wood Gretchen (NIH/OD) [E] 

Subject: Invitation: Partnerships for Accelerating Cancer Therapies (PACT) White Paper Development Meeting - Reply by 10.24.2016 
Date: Saturday, October 15, 2016 3:30:40 PM 


PACT Banner 2 


Dear Dr. Collins, 
Thank you for working with us on PACT. We are excited to see many of you at the in-person meeting in Bethesda on November 7. 


We understand most have already provided your availability to attend or not attend the meeting to Stacey. However, we wanted 

each of you to have the chance to register, just in case plans had changed for those who originally indicated they were unable to 

attend. This invite will escort you through the official registration to the meeting and allow you to reserve a room if needed at the 
hotel for the night before the meeting. 


A formalized agenda will be available at a later date. 
Thank you all for your time, enthusiasm, and dedication to this effort already. 


Sincerely, 
The PACT Organizing Team 


MEETING INFORMATION 


EVENT 
Partnerships for Accelerating Cancer Therapies (PACT) White Paper Development Meeting 


MEETING LOCATION 
Bethesda North Marriott Hotel & Conference Center 
5701 Marinelli Road, North Bethesda, Maryland 20852, USA 


TENTATIVE AGENDA 

Monday, November 7th 

Breakfast & Registration: 7:00 - 8:00 a.m. 
Meeting: 8:00 a.m. - 6:00 p.m. 

Lunch: 12:30 - 1:00 p.m. 

Reception: 6:00 - 7:00 p.m. 


All times listed are in Eastern Time 
All meals will be provided 
Agenda will be provided at a later date 


HOTEL RESERVATIONS 
FNIH has negotiated a hotel room block at the Bethesda North Marriott Hotel & Conference Center at the special group rate of 
$182.00 per night, plus taxes (13%) for the evening of Sunday, November 6. 


You may request a hotel room during registration. Please note that FNIH will book a reservation on your behalf, but you are 
responsible for all hotel charges and other travel expenses. 


Please confirm or decline your attendance by clicking one of the links below to register by Monday, October 24, 2016. This 
invitation is for the intended invitee only. Please do not forward. 


We look forward to seeing you there! 


Yes, I will attend in person or by teleconference. 


No, I will not attend. 


Should you have any questions regarding the program, please contact Stacey Adam, PhD (sadam@fnih org); and if you have 
questions regarding the event logistics, contact Janelle Lewis (jlewis@fnih org, 
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Foundation for the National Institutes of Health 


Collins, Francis (NIH/OD) [E] 


Meet Melinda Bachini: A True #FNIHholidayhero, 
Tuesday, December 12, 2017 9:50:39 AM 


FNIH.org 


Make A Gift 


NIH - 006385, 


This holiday season we are calling on you to be a #FNIHholidayhero and give the gift of 
lifesaving biomedical research. Your donation to the Foundation for the National Institutes of 
Health (FNIH) will support other heroes, like Melinda Bachini, who are advancing cutting- 
edge research to improve human health. 


In December 2009, Melinda, a 41-year-old paramedic and mother of six from Montana, was 
diagnosed with Cholangiocarcinoma. This rare form of cancer develops in the bile ducts in or 
directly outside of the liver. Her prognosis looked grim. There is no proven treatment for 
Cholangiocarcinoma and the only hope for a cure is surgery to remove the cancer if it is 
found early. Melinda underwent surgery, but three months later the cancer appeared in her 
lungs. 


“When it returned to my lungs | really wanted to do a clinical trial because | had done enough 
research to know that the treatments out there were not going to cure me,” Melinda 
explained. But two years later, after one unsuccessful attempt at participating in a clinical trial, 
Melinda found herself continuing with standard of care treatment and chemotherapy. She had 
a chronic cough and could barely walk up the stairs. 


“I was done. | didn’t want to give up, | didn’t want my children to think I was giving up, 


NIH - 006386, 


but my quality of life was horrible. So at that point, | was looking at more quality of life 
than quantity. Until, one night, | was paying a medical bill online and randomly came 
across a Clinical trial for my type of disease at the National Institutes of Health (NIH) -1 
call it a miracle.” 


Melinda instantly knew that this clinical trial was something she had to pursue, even though 
she would be the ninth participant and the treatment had not worked for previous patients. “I 
went into it with the view that | had nothing to lose and everything to gain for where | was in 
my disease process.” 


After spending a month in the hospital for the clinical trial, Melinda's cough went away. “First | 
was walking, then walking my dog and then | could walk a couple of miles. | could feel every 
day that there was improvement. | am now an eight-year, stage four survivor of 
Cholangiocarcinoma. I’m so grateful for the research that the NIH does and that | can be here 
for my children and my husband. To me, these researchers and doctors are my biggest 
heroes.” 


Biomedical research makes it possible for individuals 
like Melinda and their families to have more years 
together. You can make a difference in their lives by 
making a tax-deductible year-end gift to the FNIH and 
helping us during the #FNIHholidayhero campaign. 
Remember, every dollar you donate will be matched 
until December 31, 2017 or up to $25,000. Please @ 
consider donating today. 


Donate Today & Your Gift Will Be Matched! 


Privacy Policy | Unsubscribe 
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From: Foundation (FNIH) 


To: Collins, Francis (NIH/OD) [E] 
Subject: Nominate Someone for the Lurie Prize in the Biomedical Sciences 
Date: Monday, June 4, 2012 2:58:50 PM 


Having trouble? View this message on our website. 


Final Lurie Banner 


a 


Visit Our Website | Tell A Friend 


Dear Francis, 


The Foundation for the National Institutes of Health (FNIH) is accepting nominations for the first Lurie 
Prize in the Biomedical Sciences, an annual award recognizing outstanding achievement by a young 
scientist in biomedical research. The deadline for nominations is August 15, 2012, 1:00 pm Eastern Time. 


The prize amount is $100,000 and is made possible by a generous gift from Ann Lurie, FNIH Board 
Member, distinguished philanthropist, and President of the Ann and Robert H. Lurie Foundation. 


The nomination criteria are broad: 


© No self-nominations are allowed 

@ Nominator must be a member of an accredited educational and/or scientific institution 
© Candidate must be 52 or younger on April 12, 2013 

@ All nomination materials must be in English 


Nominations must include the following information: 


@ The name and full contact information of the nominator (name, professional title, institutional affiliation, 
mailing address, telephone number, email address) 

@ The name and full contact information of the candidate (name, professional title, institutional affiliation, 
mailing address, telephone number, email address) 

e A 50 word citation of the basis for nomination 

e@ A ccurriculum vitae of the candidate that includes no more than 10 citations of publications on which 
the nomination is based 


The Awardee will be selected by a highly qualified Lurie Prize jury. The jury is chaired by Solomon H. Snyder, 
MD, FNIH Board Member and Distinguished Service Professor of Neuroscience, Pharmacology & Psychiatry, 
The Solomon H. Snyder Department of Neuroscience, Johns Hopkins University School of Medicine. 
Additional members of the jury are: Lewis C. Cantley, PhD, Department of Systems Biology, Beth Israel 
Deaconess Medical Center; Ronald M. Evans, PhD, March of Dimes Chair in Molecular and Developmental 
Biology, Gene Expression Laboratory, Salk Institute for Biological Studies; Richard Goodman, MD, PhD, 
Director, Vollum Institute, Oregon Health & Science University; Carl Nathan, MD, Professor of Medicine, 
Professor of Microbiology and Immunology, Weill Cornell Medical College; and Susan S. Taylor, PhD, 
Howard Hughes Medical Institute, Department of Chemistry and Biochemistry, Department of Pharmacology, 
University of California, San Diego. 


The Foundation for the NIH was established by the United States Congress to support the mission of the NIH. 
FNIH is a non-profit, 501(c)(3) charitable organization that raises private-sector funds for a broad portfolio of 
unique programs that complement and enhance the NIH priorities and activities. For additional information 
about the Foundation for the NIH, visit www.fnih.org. 
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Sincerely, 


‘Stephanie L. James, Ph.D. 
Acting Executive Director 


Unsubscribe 


— = 
Visit our web site 
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From: Foundation (FNIH) 


To: Collins, Francis (NIH/OD) [E] 
Subject: Only 26 Days to Nominate Someone for the Lurie Prize in the Biomedical Sciences 
Date: Friday, July 20, 2012 1:16:44 PM 


Having trouble? View this message on our website, 


‘Lurie Banner Without Words 


a 


Visit Our Website | Tell A Friend 


HURRY! 
Only 26 Days Left to Nominate Someone for FNIH’s Inaugural 
Lurie Prize in the Biomedical Sciences 


DEADLINE: August 15, 2012, 1:00 pm Eastern Time 


Prize Amount: $100,000 


The Foundation for the National Institutes of Health (FNIH) is still accepting nominations for the first Lurie 
Prize in the Biomedical Sciences, an annual award recognizing outstanding achievement by a young 
scientist in biomedical research. 


The deadline for nomin: ns is August 15, 2012, 1:00 pm Eastern Time. 


The prize amount is $100,000 and is made possible by a generous gift from Ann Lurie, FNIH Board Member, 
distinguished philanthropist, and President of the Ann and Robert H. Lurie Foundation. 


The nomination criteria are broad: 


No self-nominations are allowed 


Candidate must be 52 or younger on April 12, 2013 


. 
® Nominator must be a member of an accredited educational and/or scientific institution 
. 
© All nomination materials must be in English 


Nominations must include the following information: 


@ The name and full contact information of the nominator (name, professional title, institutional affiliation, 
mailing address, telephone number, email address) 

@ The name and full contact information of the candidate (name, professional title, institutional affiliation, 
mailing address, telephone number, email address) 

® A50 word citation of the basis for nomination 

@ A 250 word description of the candidate's contributions 

@ A ccurriculum vitae of the candidate that includes no more than 10 citations of publications on which 
the nomination is based 


The Awardee will be selected by a highly qualified Lurie Prize jury. The jury is chaired by Solomon H. Snyder, 
MD, FNIH Board Member and Distinguished Service Professor of Neuroscience, Pharmacology & Psychiatry, 
The Solomon H. Snyder Department of Neuroscience, Johns Hopkins University School of Medicine. 
Additional members of the jury are: Lewis C. Cantley, PhD, Department of Systems Biology, Beth Israel 
Deaconess Medical Center; Ronald M. Evans, PhD, March of Dimes Chair in Molecular and Developmental 
Biology, Gene Expression Laboratory, Salk Institute for Biological Studies; Richard Goodman, MD, PhD, 
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Director, Vollum Institute, Oregon Health & Science University; Carl Nathan, MD, Professor of Medicine, 
Professor of Microbiology and Immunology, Weill Cornell Medical College; and Susan S. Taylor, PhD, 
Howard Hughes Medical Institute, Department of Chemistry and Biochemistry, Department of Pharmacology, 
University of California, San Diego. 


Nominate someone today! Deadline: August 15, 2012, 1 pm Eastern Time! 


Forward to a Friend 


NIH - 006391 


From: Foundation for the National Institutes of Health 


To: Collins, Francis (NIH/OD) [E] 
Ce: Wolinetz, Carrie (NIH/OD) [E]; Di Mantova, Emma (NIH/OD) [E]; woodsg@nih.gov 
Subject: Registration Confirmed: FNIH Holiday Open House 

Date: Monday, December 4, 2017 6:41:48 PM 


Final Open House Header 


n 


Dear Dr. Collins, 

Your registration has been confirmed. Please save this email for future reference. 
Add to Calendar 

Event: FNIH Holiday Open House 

Attending: Francis Collins 

Date: Wednesday, December 13, 2017 

Time: 4:00 PM - 6:00 PM 

Location: New FNIH Office 

Address: North Bethesda Place I, 11400 Rockville Pike, Suite 600, North Bethesda, 
Maryland 20852 

Click here to view directions to the office. 

We look forward to seeing you there. 

Sincerely, 


Foundation for the National Institutes of Health 


FNIH logo mid size 


t?] 
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From: ENIH Events 


To: Collins, Francis (NIH/OD) [E] 
Ce: Wood, Gretchen (NIH/OD) [E] 
Subject: Reminder to Register for the Charles A. Sanders, M.D. Partnership Award Dinner | Reply by Friday, September 30, 2016 
Date: Monday, September 26, 2016 4:47:29 PM 

1 


Dear Guest, 


The FNIH Board of Directors requests the pleasure of your company at a dinner on 
Wednesday, October 19, 2016 to celebrate 20 years of Dr. Sanders' inspired leadership of 
the FNIH. As a centerpiece of the event, we will present the first Charles A. Sanders, M.D. 
Partnership Award, recognizing an organization or person that has made significant 
contributions to the FNIH’s work building public-private partnerships that support the 
mission of the National Institutes of Health. The dinner will take place at the Bethesda 
North Marriott Hotel and Conference Center just outside of Washington, DC. 


We hope you will be able to join us! 
Sincerely, 


Foundation for the National Institutes of Health (FNIH) 


To learn more about the Charles A. Sanders, M.D. Scientific Symposium that will be held 


prior to the dinner, visit fnih.org/SandersSymposium. 


Please reply by clicking one of the links below to register by Friday, September 30, 
2016. This invitation is for the intended invitee only. Please do not forward. 


Yes, I will attend. 


No, Iam unable to attend. 


WEDNESDAY, OCTOBER 19, 2016 
6:45-7:30 PM Reception 
7:30-9:00 PM Dinner 


Bethesda North Marriott Hotel and Conference Center 
5701 Marinelli Road, North Bethesda, Maryland 20852, USA 
Room: Brookside A/B 


For questions contact: 
Foundation for the NIH 


events@fnih.org 
301-402-4976 
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aooded 


Featured Speakers/Presenters 


Francis S. Collins, M.D., Ph.D_ 
Director, National Institutes of Health 


Steven M. Paul, M.D. 
President and CEO, Voyager Therapeutics, Inc. 
Venture Partner, Third Rock Ventures 
Chairman, FNIH Board of Directors 


Victor J. Dzau, M.D_ 

President, National Academy of Medicine, 
Master of Ceremonies 

Jeannie T. Lee, M.D, PhD. 


Harvard Medical School and 
Massachusetts General Hospital 


Karl Deisseroth, M.D., Ph.D. 
Stanford University 


Ruslan M. Medzhitov, Ph.D. 
Yale University, School of Medicine 


From: Foundation for the National Institutes of Health 


To: Collins, Francis (NIH/OD) [E] 
Subject: Save the Date for Genome: Unlocking Life's Code Opening Program & Exhibition Preview 
Date: Tuesday, March 26, 2013 9:24:20 AM 


Genome Save the Date 


a 
Yes, I wish to receive an invitation No, I am not able to 
attend 


If you have any questions or need more information, please contact Annie Bradfield 
at abradfield@fnih.org or 301-402-6647. 
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From: ‘Foundation for the NIH 
To: (Golins_ Francis (NIH/OD) [£1 
Subject: ‘Support the Next Generation of Clinician Scientists through the NIH MRSP 
Date: ‘Tuesday, October 25, 2016 11:52:11 AM 
‘View his message-on our esbste, 
Wide FNIH Header with New Logo 
@ 


Support the Next Generation of Clinician Scientists 
through the NIH Medical Research Scholars Program 


‘This fall, 52 medical and dental students began intensive research training at the National institutes of Health 


(NIH) hrough the Medical Research Scholars Program (MRSP). This one-year program offers students 
‘opportunities to engage in research earty in their careers, while addressing the critical need for a pipeline of 


‘Chemistry's 
biomaterial that supports stem cells to repair teeth. Click here to read a Q&A with Dr. Vining to leam more about 
this experience and the MRSP. 

Each year, the MRSP is made possible through support from the NIH and the private sector. The 2016-2017 
MRSP class is supported by the American Association for Dental Research, Colgate-Palmolive Company, Doris 
Duke Charitable Foundation, Genentech, alumni of student research programs and other individuals. Leam more. 
‘about suppor ing the MRSP here. 


9650 Rockville Pike Bethesda, MD 20814 | Tel: 301.402.5311 
‘Foundation for the National Institutes of Health © All nights reserved. 


Fotiowus:| ||| 
View this message online | Donate | Fonward toa fiend | Visit our website | Unsubscribe 


NIH - 006397 


From: Foundation (FNIH’ 


To: T ncis (NIH/OD) 
Subject: Thank You for Another Great Year! 
Date: Wednesday, January 1, 2014 11:01:47 AM 

View his message on our website. 
2014 New Years 


2} 


SHARE: 


We are thankful for all you have done 


2013 Lurie Prize 2013 Boo Run (Charity Navigator 
a @ [?) a 

NCI Fellow Reunion NBC without curves 
a a a 1 } 

Just Childs and Rancic Thank You 
2 @ 2] a 


to help us make a difference! 


From the Board, President and staff of the 
Foundation for the National Institutes of Health 


9650 Rockville Pike Bethesda, MD 20814 | Tel: 301.402.5311 
Foundation for the National Institutes of Health © 2014 All rights reserved. 


FOLLOW Us: 
Unsubscribe | Donate | Forward to 4 frend | Visit our website 
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‘Foundation for the National Institutes of Health 


To: Collins Francis (NIH/OD) [£1 
Subject: ‘The Winner of the 2018 Lurie Prize in Biomedical Sciences is... 
Date: Tuesday, April 3, 2018 9:51:05 AM 


the 2018 Lurie Prize in Biomedical Sciences Recipient, Dr. Zh 


mes" Chen! 


| The FNIH is delighted to announce 
Zhijian "James" Chen, Ph.D. as the 
winner of the 2018 Lurie Prize in 
Biomedical Sciences for the discovery of 
the enzyme cyclic GMP-AMP synthase 
(cGAS) and its corresponding pathway, 
which solved a century-old mystery 
about DNA. Dr. Chen's discovery helped 
scientists understand the cellular 
process that occurs to trigger the 
immune response stimulated by DNA_ 


The cGAS enzyme and its DNA-sensing pathway are the catalyst for the 
critical immune response that defends the body against viruses, bacteria 
and tumors, but surprisingly, they also can inflict autoimmune disease_ 
Therapies that target this pathway could lead to treatments or prevention 
of autoimmune diseases, infectious diseases and even some cancers. 


Dr. Chen is the George L. MacGregor Distinguished Chair in Biomedical 
Sciences, Professor of Molecular Biology at the University of Texas 
Southwestem Medical Center, an Investigator of the Howard Hughes 
Medical Institute and a member of the National Academy of Sciences. He 
is the sixth winner of the Lurie Prize in Biomedical Sciences, which 
recognizes the outstanding achievement of a young biomedical 
researcher each year. The prize includes a $100,000 honorarium that is 
made possible by a generous donation to the FNIH by philanthropist Ann. 
Lurie. 


Read the Press Release to Learn More 


NIH - 006400 


The FNIH will present the 6th 
Annual Lurie Prize in 
Biomedical Sciences to Dr. 
Chen at the FNIH Award 
Ceremony on May 16, 2018 in 
Washington, D.C. 


The evening's master of 
remonie: award-winning and 
televeision news anchor W 

Bi 1 Mr. Blitzer is CNN’ 
litical anchor of The Situal 
90m with Wolf Blitzer. In 
addition, Mr. Blitzer anchors Wolf 

The FNIH is pleased to have Mr 

Blitzer join us again for this year's 

event! 


Watch the FNIH Facebook video to leam more. Tickets and sponsorship 
opportunities are still 
available. 


Reserve your seat today! 


Foundation for the National Institutes of Health 


Make a Gift 


Be sure to add our email address to your address book or safe senders list so our emails get to your inbox. 
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From: ENIH Events 


To: Collins, Francis (NIH/OD) [E] 

Ce: Wood, Gretchen (NIH/OD) [E] 

Subject: You are invited to the Charles A. Sanders, M.D. Partnership Award Dinner | Reply by Friday, September 30, 2016 
Date: Friday, September 23, 2016 4:55:33 PM 


=] 


Dear Guest, 


The FNIH Board of Directors requests the pleasure of your company at a dinner on 
Wednesday, October 19, 2016 to celebrate 20 years of Dr. Sanders' inspired leadership of 
the FNIH. As a centerpiece of the event, we will present the first Charles A. Sanders, M.D. 
Partnership Award, recognizing an organization or person that has made significant 
contributions to the FNIH’s work building public-private partnerships that support the 
mission of the National Institutes of Health. The dinner will take place at the Bethesda 
North Marriott Hotel and Conference Center just outside of Washington, DC. 


We hope you will be able to join us! 


Sincerely, 
Foundation for the National Institutes of Health (FNIH) 


To learn more about the Charles A. Sanders, M.D. Scientific Symposium that will be held 


prior to the dinner, visit fnih.org/SandersSymposium. 


Please reply by clicking one of the links below to register by Friday, September 30, 
2016. This invitation is for the intended invitee only. Please do not forward. 


Yes, I will attend. 


No, Iam unable to attend. 


WEDNESDAY, OCTOBER 19, 2016 
6:45-7:30 PM Reception 
7:30-9:00 PM Dinner 


Bethesda North Marriott Hotel and Conference Center 
5701 Marinelli Road, North Bethesda, Maryland 20852, USA 
Room: Brookside A/B 


For questions contact: 
Foundation for the NIH 


events@fnih.org 
301-402-4976 
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Porter, Kevin (NIH/OD) [E] 


From: 
Sent: 
To: 
Subject: 


Foundation (FNIH) 

Wednesday, August 7, 2013 1:36 PM 
Collins, Francis (NIH/OD) [E] 

2014 Lurie Prize in the Biomedical Sciences 


Having trouble? View this message on our website. 


Visit Our Website | Tell A Friend 


2014 Lurie Prize in Biomedical Sciences 
DEADLINE: October 1, 2013, 1:00 PM Eastern Daylight Time 
Prize Amount: $100,000 


The Foundation for the National Institutes of Health (FNIH) is accepting nominations for the 2014 Lurie 
Prize in the Biomedical Sciences, an annual award recognizing outstanding achievement by a young 
scientist in biomedical research. 


The deadline for nominations is October 1, 2013, 1:00 PM Eastern Daylight Time. 


The prize amount is $100,000 and is made possible by a generous gift from Ann Lurie, FNIH Board 
Member, distinguished philanthropist, and President of the Ann and Robert H. Lurie Foundation. 


The nomination criteria are: 


Nominator must be a member of an accredited educational and/or scientific institution 
Candidate must be 52 or younger on January 1, 2014 

All nomination materials must be in English 

No self-nominations are allowed 


Nominations must include the following information: 


* The name and full contact information of the nominator (name, professional title, institutional 
affiliation, mailing address, telephone number, email address) 

* The name and full contact information of the candidate (name, professional title, institutional 
affiliation, mailing address, telephone number, email address) 

* A50 word citation of the basis for nomination 


¢ Accurriculum vitae of the candidate that includes no more than 10 citations of publications on which 
the nomination is based 


The Awardee will be selected by a highly qualified Lurie Prize jury. The jury is chaired by Solomon H. Snyder, 
MD, FNIH Board Member and Distinguished Service Professor of Neuroscience, Pharmacology & Psychiatry, 
The Solomon H. Snyder Department of Neuroscience, Johns Hopkins University School of Medicine. 


Nominate someone today! Deadline: October 1, 2013, 1:00 PM Eastern Daylight Time! 
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9650 Rockville Pike, Bethesda, MD 20814-3999 tet 301-402-5311 


Forward to fax: 301-480-2752 
Visit ourweb site FNIH © 2013 All rights reserved 
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Porter, Kevin (NIH/OD) [E] 


From: Foundation for the NIH <FNIH@FoundationforNIH.org> 
Sent: Tuesday, August 19, 2014 2:01 PM 

To: Collins, Francis (NIH/OD) [E] 

Subject: 2015 Lurie Prize in Biomedical Sciences 


Follow Up Flag: Follow up 
Flag Status: Completed 


Having trouble? View this message on our website. 


Misit Our Website | Tell A Friend | Donate 


2015 Lurie Prize in Biomedical Sciences 
DEADLINE: October 14, 2014, 1:00 PM Eastern Daylight Time 
Prize Amount: $100,000 


The Foundation for the National Institutes of Health (FNIH) is accepting nominations for the 2015 Lurie 
Prize in Biomedical Sciences, an annual award recognizing outstanding achievement by a young scientist 
in biomedical research. 


The deadline for nominations is October 14, 2014, 1:00 PM Eastern Daylight Time. 


The prize amount is $100,000 and is made possible by a generous gift from Ann Lurie, FNIH Board 
Member, distinguished philanthropist, and President of the Ann & Robert H. Lurie Foundation. 


The nomination criteria are: 


* Nominator must be a member of an accredited educational and/or scientific institution 
* Candidate must be 52 or younger on January 1, 2015 

* All nomination materials must be in English 

* No self-nominations are allowed 


Nominations must include the following information: 


* The nominator's name, title, contact information and terminal degree(s) 

¢ The candidate's name, title, contact information, birthdate and all eamed degrees 
* A550 word citation of the basis for nomination 

¢ A250 word description of candidate's contributions 


* ~=Accurriculum vitae for the candidate that includes no more than 10 citations of publications on which 
the nomination is based 
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The Awardee will be selected by a highly qualified Lurie Prize jury. The jury is chaired by Solomon H. Snyder, 
MD, FNIH Board Member and Distinguished Service Professor of Neuroscience, Pharmacology & Psychiatry, 
The Solomon H. Snyder Department of Neuroscience, Johns Hopkins University School of Medicine. 


Nominate someone today! Deadline: October 14, 2014, 1:00 PM Eastern Daylight Time! 


9650 Rockville Pike, Bothosda, MD 20814-3090 tet 301-402-6311 


nd fax: 301-480-2752 
site  FNIH © 2014 All rights reserved. 
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Porter, Kevin (NIH/OD) [E] 


From: Foundation for the NIH <FNIH@FoundationforNIH.org> 

Sent: Thursday, June 4, 2015 5:08 PM 

To: Collins, Francis (NIH/OD) [E} 

Subject: BioCentury TV Interviews 2015 Lurie Prize Winner Karl Deisseroth. 


Having trouble? View this message on our website. 


BioCentury TV Interviews 2015 Lurie Prize Winner Karl Deisseroth 


BioCentury TV has just posted a special interview with Karl Deisseroth, M.D., Ph.D., the winner of the 2015 
Lurie Prize in Biomedical Sciences from the Foundation for the National Institutes of Health. In the conversation 
with BioCentury Washington Editor Steve Usdin, Dr. Deisseroth discusses his two groundbreaking discoveries 
in neuroscience: a tool for precisely controlling neurons and neural circuits called optogenetics and a brain 
imaging technology known as CLARITY. Dr. Deisseroth, a psychiatrist, is the D.H. Chen Professor of 
Bioengineering and of Psychiatry and Behavioral Sciences at Stanford University and a Howard Hughes 
Medical Institute Investigator. The interview, which is presented in four segments, can be viewed here: 


http://www. fnih.org/work/lurie-prize/deisseroth-interviewed-biocentury-tv 


O 
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Porter, Kevin (NIH/OD) [E] 


From: 
Sent: 
To: 
Subject: 


Foundation (FNIH) 

Tuesday, April 30, 2013 2:02 PM 

Collins, Francis (NIH/OD) [E] 

2013 Geoffrey Beene Global NeuroDiscovery Challenge to Award $100,000 in Prizes 


Having trouble? View this message on our website. 


Visit Our Website | Tell A Friend 


FNIH AND GEOFFREY BEENE FOUNDATION ALZHEIMER'S INITIATIVE LAUNCH INNOVATION 
CHALLENGE TO IDENTIFY MALE/FEMALE DIFFERENCES IN ALZHEIMER’S DISEASE 


2013 Geoffrey Beene Global NeuroDiscovery Challenge to Award $100,000 in Prizes 


Bethesda, MD (April 30, 2013) — The Foundation for the National Institutes of Health, in association with the 
Geoffrey Beene Foundation Alzheimer's Initiative, today announced the first-ever challenge to identify 
male/female differences in the early cognitive decline that precedes Alzheimer's disease. 


The 2013 Geoffrey Beene Global NeuroDiscovery Challenge calls for original and innovative hypotheses on 
gender differences in pathology and neurodegenerative decline leading to Alzheimer's disease. The goal is to 
gain critical insight into this fatal, neurodegenerative disease to promote earlier interventions for both women 
and men. The challenge is being launched in support of WomenAgainstAlzheimer’s, a new network of 
prominent women leaders nationwide working to speed up the pace of Alzheimer's research. The winning 
submissions will share $100,000 in prize awards. 


“This challenge is a unique opportunity to stimulate and expand the scientific inquiry on gender differences in 
Alzheimer's disease to a broad community of investigators,” noted Charles Sanders, MD, Chairman of the 
FNIH Board of Directors. “It further illustrates the power of joining the private and public sectors in partnership 
to overcome hurdles that will help patients worldwide.” 


“We are delighted to stand with the Geoffrey Beene Foundation Alzheimer's Initiative in issuing this 
challenge,” said Maria Freire, Ph.D., President of the FNIH, which manages the partnership for the 
Alzheimer’s Disease Neuroimaging Initiative (ADNI), a significant study of the progression of Alzheimer's 
disease that is one of the great success stories of NIH National Institute on Aging and private-sector funding. 
“By inviting researchers to ‘mine the data’ and tap into the investment by NIH and others in building the ADNI 
database, we also celebrate the critical role played by patients who have stepped up to be part of scientific 
studies by contributing their data to advance research.” 


“Women are two times at risk for Alzheimer’s because we outlive men, but we know little about other possible 
male/female differences. If what's been discovered in cardiovascular disease in terms of different symptoms, 
diagnosis and treatment for men and women, is also true for Alzheimer's, it's time to find out,” said Meryl 
Comer, president and CEO of the Geoffrey Beene Foundation Alzheimer's Initiative and a founder of 
WomendgainstAizheimer's. “We are also very grateful to the NIH National Institute on Aging for its technical 
support on this challenge.” 


In the United States, women represent two out of three patients with Alzheimer’s, the nation’s sixth leading 
cause of death. Alzheimer's deaths rose 68% from 2000 to 2010. In addition to the enormous physical and 
emotional burdens on patients, families, and caregivers, the disease is also costly. Alzheimer's and other 
forms of dementia in the U.S. cost up to $215 billion annually, according to a new RAND Corporation study 
funded by the NIH National Institute on Aging and published in the New England Journal of Medicine. Around 
70% of the cost of care, or $142 billion, is paid by Medicare and Medicaid. By 2050, costs to Medicare and 
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Medicaid are expected to increase more than 500%. In addition, this year more than 15 million Americans, 
mostly women, will provide unpaid care for Alzheimer's patients, valued at more than $216 billion, 


Globally, the World Alzheimer's Report 2010 estimates some 36 million people with dementia, nearly two- 
thirds of whom live in low and middle income countries, costing upwards of $600 billion, or 1% of global GDP. 


The challenge was launched April 29 at the Society for Women's Health Research Gala in Washington, D.C. 
Proposals will be accepted from April 29 through August 31 at 5:00 PM EST. Other prestigious supporting 
organizations include the Institute of Medicine, the Society for Women’s Health Research and the 21st 
Century BrainTrust™. A distinguished panel of judges will review submissions for scientific merit and 
innovation. Finalists and the challenge winner will be announced in late fall 2013. 


Technical support for the challenge is provided by the National Institute on Aging (NIA). NIA, one of the 27 
institutes and centers of NIH, leads the ADNI public-private partnership and supports the National Alzheimer's 
Coordinating Center (NACC), two databases the challenge invites applicants to mine. 


For more information or to submit proposals, please visit www.geoffreybeenechallenge.org. 


9650 Rockville Pike, Bethesda, MD 20814-3999 tel: 3 


Forward to fax. 301-480-2752 
FNIH © I rights reserved, 
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From: Foundation for the NIH 


Sent: Fri, 29 May 2015 15:04:00 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Dr. Karl Deisseroth is Awarded the Lurie Prize 


Having trouble? View this message on our website, 


Dr. Karl Deisseroth holds the medal and certificate of Dr. Deisseroth and Dr. Francis Collins engage ina 
the Lurie Prize in Biomedical Sciences. Presenting the conversation during the FNIH Award Dinner about 
award are Ann Lurie, left, philanthropist, FNIH Board Dr. Deisseroth's work. 

Member and benefactor of the Lurie Prize and 

Dr. Maria Freire, President and Executive Director of the 

FNIH. 


FNIH Presents Lurie Prize in Biomedical 


Sciences to Dr. Karl Deisseroth 


Dr. Collins performs a special song at the end of the Ann Lurie, philanthropist, FNIH Board member and 
FNIH Dinner, honoring in verse the work of benefactor of the Lurie Prize poses with 
Dr. Deisseroth. Dr. Charles Sanders, Chairman of the FNIH. 


Friends, Board members and guests of the Foundation for the National Institutes of Health came together on May 
20 for the third annual FN|H Award Ceremony, at which Dr. Karl Deisseroth was awarded the 2015 Lurie Prize in 
Biomedical Sciences. Dr. Deisseroth, the D.H. Chen Professor of Bioengineering and of Psychiatry and Behavioral 
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Sciences at Stanford University and a Howard Hughes Medical Institute Investigator, was recognized for leading 
the development of optogenetics, a technology for controlling cells with light, and CLARITY, a method for making 
intact organs transparent for study. Click here for more pictures of the event >>. 


At the conclusion of the dinner, NIH Director Dr. Francis Collins performed a special song in honor of 
Dr. Deisseroth and his work. Click here to see the video>> 


Thank You to our 2015 


FNIH Award Ceremony Sponsors! 


TRAILBLAZER PIONEER 


AbbVie 


Amgen, Inc. 

James H. Donovan 

Foundation for Advanced Education in the Sciences 
Janssen Research & Development, LLC 


Ann Lurie 
Dame Jillian Sackler 
Kovler Foundation INVESTIGATOR 
- Peter and Judy Kovier Buffy Cafritz 
Genentech 


Eli Lilly and Company 
Dr. and Mrs. Charles A. Sanders 
Nina K. Solarz 


=I = 
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AcademyHealth 
AdvaMed (Advanced Medical Technology Association) 
Booz Allen Hamilton 
City of Hope 
Crowell & Moring LLP 
Emergent BioSolutions, Inc. 
Dr. Martin J. Murphy 
In honor of the CEO Roundtable on Cancer 
Omega World Travel 
SunTrust Bank 
Dr. and Mrs. Samuel O. Thier 


Save the Date May 18, 2016 
for the 4!" Annual FNIH Award Ceremony 


Unsvkscibe 9650 Rockvile Pike, Bethesda. MD 20814-3999 (et 301-402-531) 
Forward afnend — fax: 301-480-2752 
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From: 
Sent: 
To: 
Subject: 


Foundation for the NIH 
Fri, 26 Jun 2015 17:30:17 -0500 
Collins, Francis (NIH/OD) [E] 


FNIH Elects Two New Members to Board of Directors 


Having trouble? View this message on our website. 
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FNIH Elects Two New Members to Board of Directors 


The Board of Directors of the Foundation for the National Institutes 


of Health (FNIH) has unanimously elected Judy Lansing Kovier, 
Ph.D. and Russell W. Steenberg as Directors of the Foundation. 
Both members will serve three-year terms, which began immediately 
following the Board meeting held in May 2015. 


Dr. Kovler, a psychotherapist in 
private practice for more than 30 
years, provides individual, family and 
couples counseling to adults and 
adolescents. She has worked as a 
consultant to various government 
agencies, including the State 
Department, Treasury Department, 
Secret Service and the White House. 
In the Washington, D.C., area, she 
has served as a consultant to several 
schools and corporations. 


“lam delighted that we have added to 


the FNIH Board someone with such wide-ranging healthcare 
experience and deep community involvement,” said FNIH Chairman 
Charles Sanders, M.D. “Judy will bring a new, strong voice to the 
Board of Directors, and she will offer a fresh perspective and wise 


counsel to the FNIH." 


Click here to read the press release about Dr. Kovier. 


Mr. Steenberg, who has more than 32 
years of experience in private equity 
investment, is the global head of 
BlackRock Private Equity Partners, 
having joined in July 1999 as founder 
and head of Private Equity Partners. 


“lam delighted that we have added to 
the FNIH Board someone with such 
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Board of Directors 


Officers 
Charles A, Sanders, M.D., 
Chairman 


Maria C. Freire, Ph.D. 
President and Executive Director 


The Honorable John Edward Porter 
Vice Chairman for Policy 


Solomon H. Snyder, M.D., 
Vice Chairman for Science 


Mr. Steven C. Mayer 
Treasurer 


Mrs, William McCormick Blair, Jr. 
Secretary 


Elected Directors 


Kathy Bloomgarden, Ph.D. 
Mrs. William (Buffy) N. Cafritz 

Mr. James H. Donovan 

Joseph M, Feczko, M.D. 

Paul L. Herring, Ph.D. 

Judy Lansing Kovler, Ph.D. 

Ronald L. Krall, M.D. 

Freda C. Lewis-Hall, M.D., FAPA 
Edison T. Liu, M.D., Ph.D. 

Ms. Ann Lurie 

Joel S. Marcus 

Paul M. Montrone, Ph.D. 

Martin J. Murphy Jr., Ph.D., DMedSc, 
FASCO 

Steven M. Paul, M.D. 

Jillian Sackler, D.B.E. 


an impressive background and diverse interests,” said FNIH 
Chairman Charles Sanders, M.D. “With his financial savvy and 
managerial insights, | know Russ will strengthen even further an 
exemplary group of directors. | look forward to his participation in the 
vital work of FNIH.” 


k here to read the press release about Mr. Steenberg. 
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From: Foundation for the NIH 


Sent: Wed, 8 Jul 2015 12:20:07 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Great News at the FNIH! 


Having trouble? View this message on our website. 


Great News at the FNIH! 


Visit Our Website | TellAFriend | Donate aa 


FNIH's sound fiscal management New Hire: Abbey Meltzer 
practices and commitment to 
accountability and transparency have 
eared it a 4-star rating from Charity 
Navigator, America’s largest 
independent charity evaluator. 


“FNIH's coveted 4-star rating puts it in 

a very select group of high-performing 
charities,” according to Tim Gamory, COO of Charity Navigator. 
“Out of the thousands of nonprofits Charity Navigator evaluates, 
only one out of four ears 4 stars — a rating that demands rigor, 
responsibility and commitment to openness. FNIH's supporters The FNIH is pleased to announce the 
should feel much more confident that their hard-earned dollars hire of Abbey Meltzer as Director of 
are being used efficiently and responsibly when it acquires such Communications: 


a high rating.” 


For more information click here. 
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From: Dr. Maria Freire, FNIH 


Sent: Thu, 20 Dec 2012 16:01:58 -0600 
To: Collins, Francis (NIH/OD) [E] 
Subject: Happy Holidays and a Prosperous 2013! 


View this message on our website. 
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Happy Holidays and a Prosperous 2013! 


(Click image to play video) 


From everyone at the Foundation for the National Institutes of Health 


9650 Rockville Pike Bethesda, MD 20814 | Tel: 301.402.5311 
Foundation for the National Institutes of Health © All rights reserved. 


NIH - 006418 


FoLLowus: = 4 


View this message online | Donate | Forward to a friend | Visit our website | Unsubscribe 


[=] 


NIH - 006419. 


From: Foundation for the NIH 


Sent: Thu, 19 Dec 2013 09:51:42 -0600 
To: Collins, Francis (NIH/OD) [E] 
Subject: Happy Holidays and a Prosperous 2014! 


View this message on our website. 


Tell A Friend | Visit Us Online 
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Happy Holidays and a Prosperous 2014! 


(Click image to play video) 


From the Board, President and staff of the 
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Foundation for the National Institutes of Health 


9650 Rockville Pike Bethesda, MD 20814 | Tel: 301.402.5311 
Foundation for the National Institutes of Health © All rights reserved. 
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From: Foundation for the NIH 


Sent: Mon, 4 Jun 2012 13:55:10 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Nominate Someone for the Lurie Prize in the Biomedical Sciences 


Having trouble? View this message on our website, 


Visit Our Website | Tell A Friend 


Dear Francis, 


The Foundation for the National Institutes of Health (FNIH) is accepting nominations for the first Lurie 
Prize in the Biomedical Sciences, an annual award recognizing outstanding achievement by @ young 
scientist in biomedical research. The deadline for nominations is August 15, 2012, 1:00 pm Eastern Time. 


The prize amount is $100,000 and is made possible by a generous gift from Ann Lurie, FNIH Board 
Member, distinguished philanthropist, and President of the Ann and Robert H. Lurie Foundation. 


The nomination criteria are broad: 


© No self-nominations are allowed 

© Nominator must be a member of an accredited educational and/or scientific institution 
© Candidate must be 52 or younger on Apri! 12, 2013 

© All nomination materials must be in English 


Nominations must include the following information: 


© The name and full contact information of the nominator (name, professional title, institutional 
affiliation, mailing address, telephone number, email address) 


© The name and full contact information of the candidate (name, professional title, institutional 
affiliation, mailing address, telephone number, email address) 


© A550 word citation of the basis for nomination 


© Accurriculum vitae of the candidate that includes no more than 10 citations of publications on which 
the nomination is based 


The Awardee will be selected by a highly qualified Lurie Prize jury. The jury is chaired by Solomon H. Snyder, 
MD, FNIH Board Member and Distinguished Service Professor of Neuroscience, Pharmacology & Psychiatry, 
The Solomon H. Snyder Department of Neuroscience, Johns Hopkins University School of Medicine. 
Additional members of the jury are: Lewis C. Cantley, PhD, Department of Systems Biology, Beth Israel 
Deaconess Medical Center; Ronald M. Evans, PhD, March of Dimes Chair in Molecular and Developmental 
Biology, Gene Expression Laboratory, Salk Institute for Biological Studies; Richard Goodman, MD, PhD, 
Director, Vollum Institute, Oregon Health & Science University; Carl Nathan, MD, Professor of Medicine, 
Professor of Microbiology and Immunology, Weill Cornel! Medical College; and Susan S. Taylor, PhD, 
Howard Hughes Medical Institute, Department of Chemistry and Biochemistry, Department of Pharmacology, 
University of California, San Diego. 


NIH - 006422 


The Foundation for the NIH was established by the United States Congress to support the mission of the 
NIH. FNIH is a non-profit, 501(c)(3) charitable organization that raises private-sector funds for a broad 
portfolio of unique programs that complement and enhance the NIH priorities and activities. For additional 
information about the Foundation for the NIH, visit www. fnih.org. 


Sincerely, 


C>=1 


Stephanie L. James, Ph.D. 
Acting Executive Director 


‘ockville Pike, Bethesda, MD 20814-3999 tel: 301-402-5311 
490-2752 
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From: 
Sent: 
To: 
Subject: 
Sciences 


Foundation for the NIH 

Fri, 20 Jul 2012 12:16:04 -0500 

Collins, Francis (NIH/OD) [E] 

Only 26 Days to Nominate Someone for the Lurie Prize in the Biomedical 


Having trouble? View this message on our website. 


Visit Our Website | Tell A Friend 


HURRY! 
Only 26 Days Left to Nominate Someone for FNIH’s Inaugural 
Lurie Prize in the Biomedical Sciences 


DEADLINE: August 15, 2012, 1:00 pm Eastern Time 


Prize Amount: $100,000 


The Foundation for the National Institutes of Health (FNIH) is still accepting nominations for the first Lurie 
Prize in the Biomedical Sciences, an annual award recognizing outstanding achievement by a young 
scientist in biomedical research. 


The deadline for nominations is August 15, 2012, 1:00 pm Eastern Time. 


The prize amount is $100,000 and is made possible by a generous gift from Ann Lurie, FNIH Board Member, 
distinguished philanthropist, and President of the Ann and Robert H. Lurie Foundation. 


The nomination criteria are broad: 


© No self-nominations are allowed 

© Nominator must be a member of an accredited educational and/or scientific institution 
© Candidate must be 52 or younger on April 12, 2013 

@ All nomination materials must be in English 


Nominations must include the following information: 


@ The name and full contact information of the nominator (name, professional title, institutional 
affiliation, mailing address, telephone number, email address) 


@ The name and full contact information of the candidate (name, professional title, institutional 
affiliation, mailing address, telephone number, email address) 


 A50 word citation of the basis for nomination 
© A 250 word description of the candidate's contributions 
Accurriculum vitae of the candidate that includes no more than 10 citations of publications on which 


NIH - 006424 


the nomination is based 


The Awardee will be selected by a highly qualified Lurie Prize jury. The jury is chaired by Solomon H. Snyder, 
MD, FNIH Board Member and Distinguished Service Professor of Neuroscience, Pharmacology & Psychiatry, 
The Solomon H. Snyder Department of Neuroscience, Johns Hopkins University School of Medicine. 
Additional members of the jury are: Lewis C. Cantley, PhD, Department of Systems Biology, Beth Israel 
Deaconess Medical Center; Ronald M. Evans, PhD, March of Dimes Chair in Molecular and Developmental 
Biology, Gene Expression Laboratory, Salk Institute for Biological Studies; Richard Goodman, MD, PhD, 
Director, Vollum Institute, Oregon Health & Science University; Carl Nathan, MD, Professor of Medicine, 
Professor of Microbiology and Immunology, Weill Cornell Medical College; and Susan S. Taylor, PhD, 
Howard Hughes Medical Institute, Department of Chemistry and Biochemistry, Department of Pharmacology, 
University of California, San Diego. 


Nominate someone today! Deadline: August 15, 2012, 1 pm Eastern Time! 


Unsubscribe 9650 Rockville Pike, Bethesda, MD 20814-3999 tel: 301-402-5311 
ForwardtoaFnend fax: 301-480-2752 
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From: Foundation for the National Institutes of Health 
Sent: Tue, 26 Mar 2013 09:24:18 -0400 
To: Collins, Francis (NIH/OD) [E] 
Subject: Save the Date for Genome: Unlocking Life's Code Opening Program & Exhibition 
Preview 
Yes, I wish to receive an invitation No, I am not able to attend 


If you have any questions or need more information, please contact Annie Bradfield at 


abradfield@fnih.org or 301-402-6647. 
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From: Foundation for the NIH 


Sent: Wed, 1 Jan 2014 10:00:37 -0600 
To: Collins, Francis (NIH/OD) [E] 
Subject: Thank You for Another Great Year! 


View this message on our website: 
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We are thankful for all you have done 
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From the Board, President and staff of the 
Foundation for the National Institutes of Health 
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From: Foundation for the NIH 


Sent: Tue, 30 Apr 2013 13:01:35 -0500 

To: Collins, Francis (NIH/OD) [E] 

Subject: 2013 Geoffrey Beene Global NeuroDiscovery Challenge to Award $100,000 in 
Prizes 


Having trouble? View this message on our website. 


Visit Our Website | Tell A Friend 


FNIH AND GEOFFREY BEENE FOUNDATION ALZHEIMER’S INITIATIVE LAUNCH INNOVATION 
CHALLENGE TO IDENTIFY MALE/FEMALE DIFFERENCES IN ALZHEIMER'S DISEASE 


2013 Geoffrey Beene Global NeuroDiscovery Challenge to Award $100,000 in Prizes 


Bethesda, MD (April 30, 2013) —- The Foundation for the National Institutes of Health, in association with the 
Geoffrey Beene Foundation Alzheimer's Initiative, today announced the first-ever challenge to identify 
male/female differences in the early cognitive decline that precedes Alzheimer’s disease. 


The 2013 Geoffrey Beene Global NeuroDiscovery Challenge calls for original and innovative hypotheses on 
gender differences in pathology and neurodegenerative decline leading to Alzheimer's disease. The goal is to 
gain critical insight into this fatal, neurodegenerative disease to promote earlier interventions for both women 
and men. The challenge is being launched in support of WomenAgainstAizheimer's, a new network of 
prominent women leaders nationwide working to speed up the pace of Alzheimer's research. The winning 
submissions will share $100,000 in prize awards. 


“This challenge is a unique opportunity to stimulate and expand the scientific inquiry on gender differences in 
Alzheimer’s disease to a broad community of investigators,” noted Charlies Sanders, MD, Chairman of the 
FNIH Board of Directors. “It further illustrates the power of joining the private and public sectors in partnership 
to overcome hurdles that will help patients worldwide.” 


“We are delighted to stand with the Geoffrey Beene Foundation Alzheimer's Initiative in issuing this 
challenge,” said Maria Freire, Ph.D., President of the FNIH, which manages the partnership for the 
Alzheimer’s Disease Neuroimaging Initiative (ADNI), a significant study of the progression of Alzheimer’s 
disease that is one of the great success stories of NIH National Institute on Aging and private-sector funding. 
“By inviting researchers to ‘mine the data’ and tap into the investment by NIH and others in building the ADNI 
database, we also celebrate the critical role played by patients who have stepped up to be part of scientific 
studies by contributing their data to advance research.” 


“Women are two times at risk for Alzheimer's because we outlive men, but we know little about other possible 
male/female differences. If what's been discovered in cardiovascular disease in terms of different symptoms, 
diagnosis and treatment for men and women, is also true for Alzheimer’s, it's time to find out,” said Meryl 
Comer, president and CEO of the Geoffrey Beene Foundation Alzheimer's Initiative and a founder of 
WomendgainstAlzheimer's. “We are also very grateful to the NIH National Institute on Aging for its technical 
support on this challenge.” 


In the United States, women represent two out of three patients with Alzheimer's, the nation's sixth leading 
cause of death. Alzheimer's deaths rose 68% from 2000 to 2010. In adcition to the enormous physical and 
emotional burdens on patients, families, and caregivers, the disease is also costly. Alzheimer’s and other 
forms of dementia in the U.S. cost up to $215 billion annually, according to a new RAND Corporation study 
funded by the NIH National Institute on Aging and published in the New England Journal of Medicine. Around 
70% of the cost of care, or $142 billion, is paid by Medicare and Medicaid. By 2050, costs to Medicare and 
Medicaid are expected to increase more than 500%. In addition, this year more than 15 million Americans, 


NIH - 006429 


mostly women, will provide unpaid care for Alzheimer's patients, valued at more than $216 billion. 


Globally, the World Alzheimer's Report 2010 estimates some 36 million people with dementia, nearly two- 
thirds of whom live in low and middle income countries, costing upwards of $600 billion, or 1% of global GDP. 


The challenge was launched April 29 at the Society for Women's Health Research Gala in Washington, D.C. 
Proposals will be accepted from April 29 through August 31 at 5:00 PM EST. Other prestigious supporting 
organizations include the Institute of Medicine, the Society for Women’s Health Research and the 21st 
Century BrainTrust™. A distinguished panel of judges will review submissions for scientific merit and 
innovation. Finalists and the challenge winner will be announced in late fall 2013. 


Technical support for the challenge is provided by the National Institute on Aging (NIA). NIA, one of the 27 
institutes and centers of NIH, leads the ADNI public-private partnership and supports the National Alzheimer's 
Coordinating Center (NACC), two databases the challenge invites applicants to mine. 


For more information or to submit proposals, please visit www.geoffreybeenechallenge.org. 
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From: Foundation for the NIH 


Sent: Wed, 7 Aug 2013 12:36:21 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: 2014 Lurie Prize in the Biomedical Sciences 


Having trouble? View this message on our website. 


Visit Our Website | Tell A Friend 


2014 Lurie Prize in Biomedical Sciences 
DEADLINE: October 1, 2013, 1:00 PM Eastern Daylight Time 
Prize Amount: $100,000 


The Foundation for the National Institutes of Health (FNIH) is accepting nominations for the 2014 Lurie 
Prize in the Biomedical Sciences, an annual award recognizing outstanding achievement by a young 
scientist in biomedical research. 


The deadline for nominations is October 1, 2013, 1:00 PM Eastern Daylight Time. 


The prize amount is $100,000 and is made possible by a generous gift from Ann Lurie, FNIH Board 
Member, distinguished philanthropist, and President of the Ann and Robert H. Lurie Foundation. 


The nomination criteria are: 


© Nominator must be a member of an accredited educational and/or scientific institution 
© Candidate must be 52 or younger on January 1, 2014 

All nomination materials must be in English 

© No self-nominations are allowed 


Nominations must include the following information: 


© The name and full contact information of the nominator (name, professional title, institutional 
affiliation, mailing address, telephone number, email address) 


© The name and full contact information of the candidate (name, professional title, institutional 
affiliation, mailing address, telephone number, email address) 


© A‘50 word citation of the basis for nomination 


® A ccurriculum vitae of the candidate that includes no more than 10 citations of publications on which 
the nomination is based 


The Awardee will be selected by a highly qualified Lurie Prize jury. The jury is chaired by Solomon H. Snyder, 


MD, FNIH Board Member and Distinguished Service Professor of Neuroscience, Pharmacology & Psychiatry, 
The Solomon H. Snyder Department of Neuroscience, Johns Hopkins University School of Medicine. 


NIH - 006431 


Nominate someone today! Deadline: October 1, 2013, 1:00 PM Eastern Daylight Time! 
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From: Foundation for the NIH 


Sent: Tue, 19 Aug 2014 13:00:32 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: 2015 Lurie Prize in Biomedical Sciences 


Having trouble? View this message on our website. 
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2015 Lurie Prize in Biomedical Sciences 
DEADLINE: October 14, 2014, 1:00 PM Eastern Daylight Time 
Prize Amount: $100,000 


The Foundation for the National Institutes of Health (FNIH) is accepting nominations for the 2015 Lurie 
Prize in Biomedical Sciences, an annual award recognizing outstanding achievement by a young scientist 
in biomedical research. 


The deadline for nominations is October 14, 2014, 1:00 PM Eastern Daylight Time. 


The prize amount is $100,000 and is made possible by a generous gift from Ann Lurie, FNIH Board 
Member, distinguished philanthropist, and President of the Ann & Robert H. Lurie Foundation. 


The nomination criteria are: 


© Nominator must be a member of an accredited educational and/or scientific institution 
© Candidate must be 52 or younger on January 1, 2015 

@ All nomination materials must be in English 

© No self-nominations are allowed 


Nominations must include the following information: 


© The nominator's name, title, contact information and terminal degree(s) 

@ The candidate's name, title, contact information, birthdate and all earned degrees 
© A50 word citation of the basis for nomination 

© A 250 word description of candidate's contributions 


® Accurriculum vitae for the candidate that includes no more than 10 citations of publications on which 
the nomination is based 


The Awardee will be selected by a highly qualified Lurie Prize jury. The jury is chaired by Solomon H. Snyder, 
MD, FNIH Board Member and Distinguished Service Professor of Neuroscience, Pharmacology & Psychiatry, 
The Solomon H. Snyder Department of Neuroscience, Johns Hopkins University School of Medicine. 


Nominate someone today! Deadline: October 14, 2014, 1:00 PM Eastern Daylight Time! 
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From: Foundation for the NIH 


Sent: Thu, 4 Jun 2015 16:07:32 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: BioCentury TV Interviews 2015 Lurie Prize Winner Karl Deisseroth. 


Having trouble? View this message on our website. 


BioCentury TV Interviews 2015 Lurie Prize Winner Karl Deisseroth 


BioCentury TV has just posted a special interview with Karl Deisseroth, M.D., Ph.D., the winner of the 2015 
Lurie Prize in Biomedical Sciences from the Foundation for the National Institutes of Health. In the conversation 
with BioCentury Washington Editor Steve Usdin, Dr. Deisseroth discusses his two groundbreaking discoveries 
in neuroscience: a tool for precisely controlling neurons and neural circuits called optogenetics and a brain 
imaging technology known as CLARITY. Dr. Deisseroth, a psychiatrist, is the D.H. Chen Professor of 
Bioengineering and of Psychiatry and Behavioral Sciences at Stanford University and a Howard Hughes 
Medical Institute Investigator. The interview, which is presented in four segments, can be viewed here: 


http://www. fnih.org/work/lurie-prize/deisseroth-interviewed-biocentury-tv 


NIH - 006435, 


From: Foundation for the NIH 


Sent: Mon, 8 Jun 2015 14:23:12 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Congratulations to the graduating 2014-15 NIH MRSP Class 


Having trouble? View this message on our website. 


2014-15 National Institutes of Health 
Medical Research Scholars Class 
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The Foundation for the National Institutes of Health (FNIH) congratulates the graduating 2014-15 class of the 
NIH Medical Research Scholars Program (MRSP) on completing one year of intensive training toward 
becoming tomorrow's great medical researchers. 


The 2014-15 NIH MRSP Class, consisting of 42 medical, dental and veterinary students, conducted basic, 
clinical or translational research at 13 different NIH Institutes and Centers under the expert tutelage of 73 NIH 
tutors and mentors. Their areas of study included oncology, neurology, immunology, cardiovascular disease, 
endocrinology, psychiatry and many others. 


Lab TV recently visited with some of the students to film their reaction to the program experience. Watch the 
video here: 


NIH - 006436 


By providing the MRSP Scholars with an exceptional education, the NIH is working tirelessly to ensure that 
the next great generation of physician scientists will help to make the medical discoveries of the future. The 
FNIH is proud to support these deserving young investigators. 


Join us in shaping the future of medical research. 


9850 Rockville Pke, Bethesda, MD 20814-3999 tel; 301-402-5311 
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From: Foundation for the NIH 


Sent: Fri, 29 May 2015 15:04:00 -0500 
To: Collins, Francis (NIH/OD) [E] 
Subject: Dr. Karl Deisseroth is Awarded the Lurie Prize 


Having trouble? View this message on our website, 


Dr. Karl Deisseroth holds the medal and certificate of Dr. Deisseroth and Dr. Francis Collins engage ina 
the Lurie Prize in Biomedical Sciences. Presenting the conversation during the FNIH Award Dinner about 
award are Ann Lurie, left, philanthropist, FNIH Board Dr. Deisseroth's work. 

Member and benefactor of the Lurie Prize and 

Dr. Maria Freire, President and Executive Director of the 

FNIH. 


FNIH Presents Lurie Prize in Biomedical 


Sciences to Dr. Karl Deisseroth 


Dr. Collins performs a special song at the end of the Ann Lurie, philanthropist, FNIH Board member and 
FNIH Dinner, honoring in verse the work of benefactor of the Lurie Prize poses with 
Dr. Deisseroth. Dr. Charles Sanders, Chairman of the FNIH. 


Friends, Board members and guests of the Foundation for the National Institutes of Health came together on May 
20 for the third annual FN|H Award Ceremony, at which Dr. Karl Deisseroth was awarded the 2015 Lurie Prize in 
Biomedical Sciences. Dr. Deisseroth, the D.H. Chen Professor of Bioengineering and of Psychiatry and Behavioral 


NIH - 006438 


Sciences at Stanford University and a Howard Hughes Medical Institute Investigator, was recognized for leading 
the development of optogenetics, a technology for controlling cells with light, and CLARITY, a method for making 
intact organs transparent for study. Click here for more pictures of the event >>. 


At the conclusion of the dinner, NIH Director Dr. Francis Collins performed a special song in honor of 
Dr. Deisseroth and his work. Click here to see the video>> 


Thank You to our 2015 


FNIH Award Ceremony Sponsors! 


TRAILBLAZER PIONEER 


AbbVie 


Amgen, Inc. 

James H. Donovan 

Foundation for Advanced Education in the Sciences 
Janssen Research & Development, LLC 


Ann Lurie 
Dame Jillian Sackler 
Kovler Foundation INVESTIGATOR 
- Peter and Judy Kovier Buffy Cafritz 
Genentech 


Eli Lilly and Company 
Dr. and Mrs. Charles A. Sanders 
Nina K. Solarz 


=I = 
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AcademyHealth 
AdvaMed (Advanced Medical Technology Association) 
Booz Allen Hamilton 
City of Hope 
Crowell & Moring LLP 
Emergent BioSolutions, Inc. 
Dr. Martin J. Murphy 
In honor of the CEO Roundtable on Cancer 
Omega World Travel 
SunTrust Bank 
Dr. and Mrs. Samuel O. Thier 


Save the Date May 18, 2016 
for the 4!" Annual FNIH Award Ceremony 


Unsvkscibe 9650 Rockvile Pike, Bethiesda. MD 20814-3999 (et 301-402-531) 
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From:Wholley, David (FNIH) [T] 

Sent:30 Jun 2017 17:18:46 -0400 

To:Collins, Francis (NIH/OD) [E] 

Subject:RE: Any feedback you can give me from yesterday's meeting 
Attachments:Technical Plan for AMP PD knowledge portal.pdf 


Hi, Francis: 


Thanks for responding so late on holiday Friday. Unfortunately | do not have a phone number or email 
for Andy, and my search (Google of course...) of the web has turned up nothing. Judging by the email 
addresses | have seen of other Verily employees, you might trv 1G or 

. Otherwise my only other recourse would be Cheryl who is out of the office until 
Wednesday at this point. 


As for Verily’s role: as you know, i ec 


On another subject, Stacey Adam and I spoke 


Thanks, David 


NIH - 006441 


David Wholley 
Director, Research Partnerships 
Foundation for the National Institutes of Health 


(301) 594-6343 


fnih.org 


From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, June 30, 2017 3:02 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: RE: Any feedback you can give me from yesterday's meeting 


Will do. 
Might you have a phone number or e-mail? | don’t seem to have readily available. 
FC 


From: Wholley, David (FNIH) [T] 
Sent: Friday, June 30, 2017 2:08 PM 


To: Collins, Francis (NIH/OD) [E] NCE 


Subject: Re: Any feedback you can give me from yesterday's meeting 


NIH - 006442 


| just spoke to Tom. 


aa. Thanks as always. David 


Sent from my BlackBerry 10 smartphone. 


From: Collins, Francis (NIH/OD) [E] 
Sent: Friday, June 30, 2017 10:58 AM 


To: Wholley, David (FNIH) [T]; Koroshetz, Walter (NIH/NINDS) [E]; Sutherland, Margaret (NIH/NINDS) 
[E] 


Ce: Canet-Aviles, Rosa (FNIH) [T] 


Subject: RE: Any feedback you can give me from yesterday's meeting 


Oy. Ifit would help for me to reach out to Andy Conrad, | will. 
FC 


From: Wholley, David (FNIH) [T] 

Sent: Friday, June 30, 2017 9:10 AM 

To: Koroshetz, Walter (NIH/NINDS) [€] 9 GGcollins, Francis (NIH/OD) [E] 
(EPG sutherland, Margaret (NIH/NINDS) [E] 

Ce: Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org> 

Subject: Fw: Any feedback you can give me from yesterday's meeting 


This just in, nna? 


NIH - 006443, 


Let me know if you'd like me to pull together a strategy call for next week sometime. It would 
be smart to involve Todd Sherer too, though | know he's left on his vacation as of early this 
week. 


David 

Sent from my BlackBerry 10 smartphone. 
From: William Marks oo 
Sent: Friday, June 30, 2017 8:46 AM 

To: Wholley, David (FNIH) [T] 

Ce: David Glazer 


Subject: Re: Any feedback you can give me from yesterday's meeting 


Hi, David. 


than happy news. 


Bill 


NIH - 006444 


On Jun 30, 2017 3:38 AM, "Wholley, David (FNIH) [T]" <dwholley@fnih.org> wrote: 


Know it is early in CA but I am in a meeting with Francis Collins and Walter Koroshetz this 
morning and they will ask me about where things stand...thanks, David 


Sent from my BlackBerry 10 smartphone. 


NIH - 006445, 


From:Koroshetz, Walter (NIH/NINDS) [£] 

Sent:4 Jul 2017 10:20:14 -0400 

To:Sutherland, Margaret (NIH/NINDS) {E];Collins, Francis (NIH/OD) [E];Wholley, David (FNIH) [T] 
Cc:Canet-Aviles, Rosa (FNIH) [T] 

Subject:RE: Any feedback you can give me from yesterday's meeting 


Thanks Marg. 


Walter 


From: Sutherland, Margaret (NIH/NINDS) [E] 

Sent: Monday, July 03, 2017 5:53 PM 

To: Koroshetz, Walter (NIH/NINDS) [E] {HG collins, Francis (NIH/OD) [E} 
; Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Ce: Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org> 

Subject: RE: Any feedback you can give me from yesterday's meeting 


Hi Walter, 


Here are sore slices from iii) 


mamma ware 


From: Koroshetz, Walter (NIH/NINDS) [E] 
Sent: Monday, July 03, 2017 4:50 PM 
To: Collins, Francis (NIH/OD) [E] WG; wholley, David (FNIH) [T] <dwholley@fnih.org>; 


NIH - 006446, 


Sutherland, Margaret (NIH/NINDS) [E] 0 oo 
Ce: Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org> 
Subject: RE: Any feedback you can give me from yesterday's meeting 


Thanks Francis. iene 
rae 


Will get in touch with Bill Marks and get a path forward. 
Walter 


From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, July 03, 2017 11:59 AM 

To: Koroshetz, Walter (NIH/NINDS) [E] [9 G@ wholley, David (FNIH) [T] 
<dwholley@fnih.org>; Sutherland, Margaret (NIH/NINDS) [E] 

Ce: Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org> 

Subject: RE: Any feedback you can give me from yesterday's meeting 


Hi all, 


|just spent 30 minutes on the phone with lll 


NIH - 006447 


So this sounds like a win-win. 


He'll talk with Bill Marks on Wednesday to explain this. He’d be glad to talk further with David or me 
about details. 


So this sounds pretty good — but what am | missing? 


FC 


From: Koroshetz, Walter (NIH/NINDS) [E] 

Sent: Friday, June 30, 2017 6:06 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org>; Collins, Francis (NIH/OD) [FE] IT yoo 
Sutherland, Margaret (NIH/NINDS) [£] 0) )}}((@@ 


Ce: Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org> 
Subject: RE: Any feedback you can give me from yesterday's meeting 


NIH - 006448 


Walter 


From: Wholley, David (FNIH) [T] 

Sent: Friday, June 30, 2017 9:10 AM 

To: Koroshetz, Walter (NIH/NINDS) [E] 9 @G-; collins, Francis (NIH/OD) [E] 
GO >; sutherland, Margaret (NIH/NINDS) [E] | yy ywe> 

Cc: Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org> 
Subject: Fw: Any feedback you can give me from yesterday's meeting 


This just in, and not good. [nano 


Let me know if you'd like me to pull together a strategy call for next week sometime. It would 
be smart to involve Todd Sherer too, though | know he's left on his vacation as of early this 
week. 


David 


NIH - 006449 


Sent from my BlackBerry 10 smartphone. 
From: William Marks oe 
Sent: Friday, June 30, 2017 8:46 AM 

To: Wholley, David (FNIH) [T] 

Ce: David Glazer 


Subject: Re: Any feedback you can give me from yesterday's meeting 


Hi, David. 


{8 We will keep you posted as we know more. I'm sorry for this less 


than happy news. 


Bill 


On Jun 30, 2017 3:38 AM, "Wholley, David (FNIH) [T]" <dwholley@fnih.org> wrote: 


Know it is early in CA but I am in a meeting with Francis Collins and Walter Koroshetz this 
morning and they will ask me about where things stand...thanks, David 


Sent from my BlackBerry 10 smartphone. 


From:Wholley, David (FNIH) [T] 
Sent:5 Jul 2017 08:48:37 -0400 
To:Collins, Francis (NIH/OD) [E] 
Subject:RE: Any feedback you can give me from yesterday's meeting 


Sorry for the late response Francis—| was traveling with family and did not have my laptop with me. 


LE Se. 
David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 


(301) 594-6343 


fnih.org 


Learn more about the F NIH in our 2016 Annual Report: fnih.org/AnnualReport. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, July 03, 2017 11:03 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: RE: Any feedback you can give me from yesterday's meeting 


I'm speaking with Andy Conrad in 15 minutes. 


FC 


From: Wholley, David (FNIH) [T] 
Sent: Friday, June 30, 2017 5:19 PM 


NIH - 006451 


To: Collins, Francis (NIH/OD) [E] we 
Subject: RE: Any feedback you can give me from yesterday's meeting 


Hi, Francis: 


Thanks for responding so late on holiday Friday. Unfortunately | do not have a phone number or email 
for Andy, and my search (Google of course...) of the web has turned up nothing. Judging by the email 
addresses | have seen of other Verily employees, you might try or 

. Otherwise my only other recourse would be Cheryl who is out of the office until 
Wednesday at this point. 


As for Veriy’s role: as YOU knw, iii Rn 


On another subject, Stacey Adam and | spoke (i wee 


Thanks, David 


NIH - 006452 


David Wholley 
Director, Research Partnerships 
Foundation for the National Institutes of Health 


(301) 594-6343 


fnih.org 


Learn more about the FNIH in our 2016 Annual Report: fnih.org/AnnualReport. 


From: Collins, Francis (NIH/OD) [E] 
Sent: Friday, June 30, 2017 3:02 PM 


To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: RE: Any feedback you can give me from yesterday's meeting 


Will do. 


Might you have a phone number or e-mail? | don’t seem to have readily available. 


(LLNS can you help me with that? 


FC 


From: Wholley, David (FNIH) [T] 
Sent: Friday, June 30, 2017 2:08 PM 


To: Collins, Francis (NIH/OD) [€] oo 


Subject: Re: Any feedback you can give me from yesterday's meeting 


NIH - 006453 


|just spoke to Tom. coc 


a. Thanks as always. David 
Sent from my BlackBerry 10 smartphone. 

From: Collins, Francis (NIH/OD) [E] 

Sent: Friday, June 30, 2017 10:58 AM 


To: Wholley, David (FNIH) [T]; Koroshetz, Walter (NIH/NINDS) [E]; Sutherland, Margaret (NIH/NINDS) 
[E] 


Ce: Canet-Aviles, Rosa (FNIH) [T] 


Subject: RE: Any feedback you can give me from yesterday's meeting 


Oy. Ifit would help for me to reach out to Andy Conrad, | will. 


From: Wholley, David (FNIH) [T] 

Sent: Friday, June 30, 2017 9:10 AM 

To: Koroshetz, Walter (NIH/NINDS) [E] 9 999 GOI collins, Francis (NIH/OD) [E] 
(EPPS sutherland, Margaret (NIH/NINDS) [E] 

Ce: Canet-Aviles, Rosa (FNIH) [T] <rcanet-aviles@fnih.org> 

Subject: Fw: Any feedback you can give me from yesterday's meeting 


This just in, CICA? 


Let me know if you'd like me to pull together a strategy call for next week sometime. It would 
be smart to involve Todd Sherer too, though | know he's left on his vacation as of early this 
week. 


David 

Sent from my BlackBerry 10 smartphone. 
From: William Marks oo 
Sent: Friday, June 30, 2017 8:46 AM 

To: Wholley, David (FNIH) [T] 

Ce: David Glazer 


Subject: Re: Any feedback you can give me from yesterday's meeting 


Hi, David. 


than happy news. 


Bill 


On Jun 30, 2017 3:38 AM, "Wholley, David (FNIH) [T]" <dwholley@fnih.org> wrote: 


Know it is early in CA but I am in a meeting with Francis Collins and Walter Koroshetz this 
morning and they will ask me about where things stand...thanks, David 


Sent from my BlackBerry 10 smartphone. 


NIH - 006456 


From: Wholley, David (FNIH) [T] 


Sent: Mon, 18 Sep 2017 13:43:08 +0000 
To: Collins, Francis (NIH/OD) [E] 
Subject: Re: Cash for planning? 


. So I would say a similar total amountas raised for PACT would be a good idea. TO @) 


And we had the same request for all companies regardless of size. 
Sent from my BlackBerry 10 smartphone. 
Original Message 
From: Collins, Francis (NIH/OD) [E] 
Sent: Monday, September 18, 2017 9:01 AM 
To: Wholley, David (FNIH) [T] 
Subject: Cash for planning? 


FC 


Sent from my iPhone 


NIH - 006457 


FRIENDS 
of CANCER 
RESEARCH 


EXECUTIVE COMMITTEE 


Ellen V. Sigal, Ph.D. 
Chobpenon 


‘Marlene 4, Malek, RN, 
President 


Barbara Dully Stewart, M.P.H. 
Association af American Cancer 
Institutes 

Secretary 


Charles Balch, M.D. FACS 
Jonns Hoptins Medicine 
Treasyrer 


Offs Brawley. M.D. 
American Cancer Socialy 


Margaret Foti, Ph.D., M.D. (h.c.) 
Americon Association lot Cancer 
Research 


Sherry Lansing 
The Sherry Lansing Foundation 


Richard Sebilsky 
American Society al Clinical 
Oncology [Liaison]; University ot 
Chicogo, Pilzkes School of Medicine 


BOARD OF DIRECTORS 


Pennie Abramson 
The Weizmann Inslityte of Science 


Carolyn “Bo” Aldige 
Preven! Concer Foundation 


Marguerite D. Baxter, RN. M.N. 
Novartis Vaccines & Diagnostics. Inc 


Wien P. Bro 
Kidney Cancer Association 


George Dahiman 
the Leukemia & Lymphoma Society 


Deborah |. Dingell 
American autemolive Policy Council 


Nancy Davenport-Ennis 
Nalional Patient Advocale 
Foundation 


* Ronald B. Herbermon, M.D. 


CMO, Inirexon Corporation 
Sudip $. Parikh, Ph.D. 
Ballelle Memorial Institule 
Mary Woolley 
ResearchtAmerica 

Robert C. Young, MD 
RCYMedicine 


Alston & Bird 
Corporate Counsel 


DLA Piper 
Corporate Counsel 


May 6, 2010 


Dr. Francis Collins 

Director 

National Institutes of Health 
Bethesda, MD 20892 


Dear Dr. Collins: 


We would like to formally invite you to participate in a keynote pre-lunch discussion 
with Dr. Margaret Hamburg (invited) at a town hall symposium titled “The New Role 
of Academia in Drug Discovery and Development.” The town hal! will be held at the 
Ewing Marion Kauffman Center, Kansas City, KS. This event will be co-hosted by 
Friends of Cancer Research, The Kansas Bioscience Authority, University of Kansas 
Cancer Center, The Ewing Marion Kauffman Foundation, and the Council for 
American Medical Innovation. The date for the town hall is July 6, 2010. HHS 
Secretary Kathleen Sebelius has accepted our invitation to present the morning 
keynote address. 


The symposium will engage senior government officials with thought-leaders from 
industry, academia and the nonprofit sector to explore new policy avenues to accelerate 
innovation. While academic research centers are the primary biomedical research engines, 
new collaborative strategies are needed to drive discoveries in basic research out of the 
laboratory and into therapeutic applications to improve human health, including the 
reduction of mortality and suffering due to cancer. This day-long symposium will be 
composed.of multiple panel discussions to present and develop consensus on three key 
areas: new thinking, new competencies and new results. The proposed event overview is 
attached for additional information. Please note that the panelists listed on the event 
overview are tentative. 


We would be honored to have you participate in this novel town hall in Kansas City on July 
6, 2010 with our groups and Secretary Sebelius. 


For questions or more information, please contact Heather Chaney, Director of Programs at 
Friends of Cancer Research, at (703) 302-1540 or hchaney@focr.org, 


We hope that you will be able to participate and look forward to working with you. Thank 
you for your leadership and commitment to cancer research. 


Sincerely, 


Lela hod Sturt Bath. 


Ellen V. Sigal Marlene A. Malek 
Chair & Founder President 


2231 Crystal Dive, Suite 200, Arlington, Virginia 22202) 4 Phygag 3Q3.302.1503 | Fax 703.302.1568 | wwwfocr.org 


From: STEVEN PAUL 

Sent: Friday, August 13, 2010 8:45 PM 

To: Hodes, Richard (NIH/NIA) [E] 

Cc: Insel, Thomas (NIH/NIMH) [E]; Collins, Francis (NIH/OD) [E] 
Subject: Re: Kudos! 


Thanks Richard for your kind and generous comments -- you were the initial 
champion of this public-private partnership and at a time when the most cynical 
leaders might not have gone down this path ( especially given all the COI issues 
brewing at NIH and the industry's rather unflattering image ) .. Nonetheless , 
together we ( many contributors ) showed that such partnerships can indeed work 
-- and for the common good 


There is little doubt that ADNI will be of great value to the field -- a 
catalyst for both the public and private sector's R&D objectives in Alzheimer's 
disease -- and the clear beneficiaries will of course be the many many people 
who will get effectively treated at an early enough stage to prevent the very 
disabling and ultimately fatal consequences of this horrific disease 


Admittedly a modest step -- but clearly we are going in the right direction . ( 
As an aside , I was never sure the " science " would turn out to be so 
informative ) . 


We must also acknowledge and thank our FNIH colleagues for their fine work 


As you say , " applying this paradigm -- and improving upon it " is an exciting 
proposition ... 


Perhaps a bold NIH nitiative to discover drugs ( for certain diseaes ) with the 
biopharmaceutical industry is something we should seriuosly consider ? ( Just 
a thought ) 


On Fri, Aug 13, 2010 at 9:09 AM, Hodes, Richard (NIH/NIA) [E] 
wrote: 


This has been a superb initiative thanks to our collaboration, and it is 
indeed gratifying to see such broad recognition. 


Steve, 

In multiple discussions with Gina, I have emphasized the important 
precedent of public-private partnership without competitive advantage to those 
contributing to the effort. When Gina asked how we succeeded in this, I of 
course noted the astute perception of common long-term advantage to all, but I 
also stressed the importance of champions for important causes - you in this 
case. Your efforts were critical, and I remember well our first conversation. 
Applying this paradigm, and improving upon it, will serve other areas of 
research well. And we will continue moving forward with ADNI. 


Very best regards 
Richard 


NIH - 006459 


From: STEVEN PAUL (oo 


Sent: Friday, August 13, 2010 8:46 AM 
To: Insel, Thomas (NIH/NIMH) [E] 
Cc: Buckholtz, Neil (NIH/NIA) [E]; Hodes, Richard (NIH/NIA) [E]; 


Subject: Re: Kudos! 


Couldn't agree more Tom -- and I look forward to working with you on something 
similar to ADNI for NIMH ( your support of ADNI has been very helpful ! ) -- we 
just have to find the right project / science to pursue .... There is much ADNI 
has taught us -- not just about AD -- but how such " big science " should / can 
be done 


On my way to ICAD last month I met two investigators ( on the plane ) who had 
nothing to do with ADNI -- but had just written up papers based on their 
analysis of the ADNI neuroimaging and CSF biomarker data ( freely accessed ) 
with very interesting and novel findings .. They couldn't have done their work 
without the publicly accessible ADNI database -- and I doubt anyone else would 
have applied their particular analytic tools to the problem of AD .. Clearly 
there is precedent with the various genomic databases -- but I believe ADNI has 
several unique characteristics in the area of clinical-translational research 
that make it very special ... 


I also agree that its great to see some good publicity ( for a change ) about 
such public private partnerships -- helps make the NIH look more relevant and 
the private sector ( big pharma ) more generous !!!!!1!! 


Best regards , 


Steve 


On Fri, Aug 13, 2010 at 7:55 AM, Insel, Thomas (NIH/NIMH) [E] 
wrote: 


Congrats on great article in this AM’s NY Times. With so much negative 
written about relationships between NIH, industry, and academia, it’s really 
important for the public to see how these relationships can work to solve 
important public health problems. And a little ironic that this should be 
published on Paul Thacker’s final day working for Sen Grassley. 

Congrats, 

Tom 


Thomas R. Insel, MD 
Director, NIMH/NIH 
6001 Executive Blvd. Rm [(@6) 
Bethesda, MD 20892 


NIH - 006460 


NIH - 006461 


From: Adam, Stacey (FNIH) [T] 

Sent: Thu, 5 Apr 2018 14:21:48 +0000 

To: Axel Hoos;Collins, Francis (NIH/OD) [E];Doroshow, James (NIH/NCI) [E];Edith 
Perez;Hudson, Thomas J;Marks, Peter (FDA/CBER);Roach, Nancy;Pazdur, Richard (FDA/OC);Peterson- 
Klaus, Jenny (FNIH) [T];Sharpless, Norman (NIH/NCI) [E];Wholley, David (FNIH) [T];Ann 
Rabuttinio;Delgado, Laureen;Juliana Curmi;McManus, Ayanna (NIH/OD) [E];Melencio, Cheryl (FNIH) 
[T];Pak, Hannah (NIH/NCI) [E];Sapaula, Tessa (NIH/NCI) [C];Togashi, Mieko (NIH/NCI) [E];Wood, 
Gretchen (NIH/OD) [E];Abrams, Jeff (NIH/NCI) [E];Louden, Mary (NIH/NCI) [E]; Hammerman, Peter 


Ce: Sepulveda, Dorina (FNIH) [T];Freire, Maria (FNIH) [T] 
Subject: Confirmed: PACT EC Face-to-Face Meeting 
Attachments: List of Nearby Hotels.pdf, Physician Payments Sunshine Act Form.pdf, Directions 


to the FNIH and info on Public transporation.pdf 


Dear PACT EC Members, 


Please find attached to this updated calendar invite some information on hotels near the FNIH office, as 
well as directions to the office for arriving at the meeting. We will of course circulate these again closer 
to September, but we thought it might be good for you all to have access to them early. 


In addition, for those who might need it we are attaching the Sunshine Act form, as we will be providing 
breakfast and these rules may apply to some. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Scientific Program Manager, Cancer 

Foundation for the National Institutes of Health 
Direct: (301) 435-8364 | Mobile: OO 


fnih.org 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


2017 Gold Stevie Award Winner for Organization of the Year 


NIH - 006462 


List of Nearby Hotels (Listed by Distance from FNIH) 


FNIH Office Address 


11400 Rockville Pike, Suite 600 
North Bethesda, MD 20852 


Bethesda North Marriott Hotel & 
Conference Center 

5701 Marinelli Road 

Rockville, Maryland 20852 
301-822-9200 

~0.5 Miles 

Metro: White Flint Station (Red Line) 
Area: Near Pike & Rose 

Shuttle: Not Available 


Canopy by Hilton Washington DC 
Bethesda North 

940 Rose Avenue 

North Bethesda, Maryland, 20852 
301-882-9400 

~0.7 Miles 

Metro: White Flint Station (Red Line) 
Area: Near Pike & Rose 

Shuttle: Not Available 


Bethesda Marriott 

5151 Pooks Hill Road 

Bethesda, Maryland 20814 

301-897-9400 

~ 2.5 Miles 

Shuttle: Complimentary shuttle service to 
Downtown Bethesda, NIH, Westfield 


Montgomery Mall and the Metro's Red Line. 


Bethesda Marriott Suites 

6711 Democracy Boulevard 

Bethesda, Maryland 20817 
301-897-5600 

~3 Miles 

Area: Near Westfield Montgomery Mall 
Shuttle: Complimentary shuttle service to 
Grosvenor Metro Station (Red Line) and 
Westfield Montgomery Mall. 


DoubleTree by Hilton Hotel Bethesda - 
Washington DC 

8120 Wisconsin Ave 

Bethesda, MD 20814 

301-652-2000 

~ 3.7 Miles 

Metro: Bethesda Station (Red Line) 
Area: Downtown Bethesda, Closer to NIH 
Campus 


Shuttle: Complimentary shuttle service to Red 


Line, Bethesda Metro Station and Medical 
Center Metro Station (NIH) 


Hyatt Regency Bethesda 

One Bethesda Metro Center 

(7400 Wisconsin Ave) 

Bethesda, Maryland 20814 
301-657-1234 

~ 4.2 miles 

Metro: Bethesda Station (Red Line) 
Area: Downtown Bethesda, Closer to NIH 
Campus 

Shuttle: Not Available 


Residence Inn Bethesda Downtown 
7335 Wisconsin Avenue 

Bethesda, Maryland 20814 
301-718-0200 

~4.4 Miles 

Metro: Bethesda Station (Red Line) 
Area: Downtown Bethesda, Closer to NIH 
Campus 

Shuttle: Not Available 


Hilton Garden Inn Washington DC/Bethesda 


7301 Waverly Street 

Bethesda, Maryland 20814 
301-654-8111 

~ 4.5 Miles 

Metro: Bethesda Station (Red Line) 
Area: Downtown Bethesda, Closer to NIH 
Campus 

Shuttle: Not Available 


NIH - 006463 


Physician Payments Sunshine Act Form 


To help its funding partners comply with the requirements of the Physician Payments Sunshine Act, FNIH requests 
limited information from U.S.-licensed, actively practicing healthcare providers (i.e. seeing patients) whose 

activities may be fully or partially funded by gifts and contributions provided to FNIH by companies subject to the 
Sunshine Act. The Physician Payments Sunshine Act requires drug and device manufacturers to report transfers of 
value to physicians and teaching hospitals publicly. As a result, manufacturers and group purchasing 
organizations must disclose to the Centers for Medicare & Medicaid Services (CMS) any physician ownership or 
investment interests. If you are not licensed to legally practice in the United States, select “None of the above 
applies to me.”) 


Do any of the following apply to you? 
O Doctor of Medicine (MD) 


O Doctor of Osteopathy (DO) 

O Doctor of Dentistry (DD) 

C) Doctor of Dental Surgery (DDS) 

O Doctor of Podiatry (DPM) 

O Doctor of Optometry (OD) 

O Doctor of Chiropractic Medicine (CRP) 
O None of the Above Applies to Me 


1. First Name on Government —Issued ID 


. Middle Name on Government -Issued ID 


N 


w 


. Last Name on Government —Issued ID 


PS 


. Business Address 
(e.g. Address, City, State, Zipcode, Country) 


NIH - 006464 


Email Address 


Teaching Hospital 
(e.g. Medical Center, Hospital or Clinical Center) 


Doctor Specialties 
(e.g. Anesthesiology, Cancer Surgery, Dermatology, HIV Disease Specialist, etc.) 


National Provider ID 


Physician License Number 


NIH - 006465 


©FNIH 


hhites of Health 


Directions to the FNIH 


The FNIH is located on the sixth floor of 11400 Rockville Pike, on the west side of Maryland Route 355, 
approximately two miles north of the Washington Beltway (I-495) and three miles north of the National 
Institutes of Health Campus. 


Driving: 


From I-270 South: Take the northern route of the I-270 split toward Silver Spring/College Park. Take Exit 
1/Rockledge Dr. toward MD-187/Old Georgetown Rd. Continue through the traffic light at Rockledge 
and turn left onto Old Georgetown Road. After about a mile, turn right at the light onto Nicholson Lane. 
Take the first right onto Executive Blvd. Turn right on Woodglen Drive and left on Security Lane. The 
FNIH is located on the left. 


From I-495 South (College Park): Take the Wisconsin Avenue, (MD 355) exit. Stay in the right lane and 
follow the road signs for northbound traffic onto Wisconsin Avenue (Rockville Pike). You will be brought 
to an intersection with Wisconsin/Rockville Pike; turn right to proceed north and after approximately 1.8 
miles, turn left on Security Lane. The FNIH is located on the right. 


From I-495 North (Northern Virginia): Take Exit 1/Rockledge Dr. toward MD-187/Old Georgetown Rd. 
Continue through the traffic light at Rockledge and turn left at the light onto Old Georgetown Road. 
After about a mile, turn right at the light onto Nicholson Lane. Take the first right onto Executive Blvd. 
Turn right on Woodglen Drive and left on Security Lane. The FNIH is located on the left. 


Parking: 


Metered parking is available on both sides of Security Lane. Paid parking is also available in the garage 
accessible from Security Lane. The maximum cost is $10 for the entire day, and credit cards are 
accepted. 


Public Transportation: 


Metrorail: 11400 Rockville Pike is located along the Metro Red Line between the Grosvenor-Strathmore 
and White Flint stations. 


White Flint Metro is located 1/2 mile from the office. Exit the station and take the tunnel to the west 
side of Maryland Route 355 (Rockville Pike). Cross Marinelli Road (south - towards McDonald’s) and 
continue walking approximately 1/2 mile to Security Lane. Turn right. We are located in North Bethesda 
| near the intersection of Rockville Pike and Security Lane. 


Bus: The nearest Ride-On bus stop is located on the west side of Rockville Pike at Rockville Pike/Edson 
Lane. Buses from the White Flint Metro to 11400 Rockville Pike are RideOn Bus # 5 (Silver Spring) and # 
46 (Medical Center). 


NIH - 006466 


From: Adam, Stacey (FNIH) [T] 

Sent: Thu, 19 Apr 2018 21:11:31 +0000 

To: Axel Hoos;Collins, Francis (NIH/OD) [E];Doroshow, James (NIH/NCI) [E];Edith 
Perez;Hudson, Thomas J;Marks, Peter (FDA/CBER);Roach, Nancy;Pazdur, Richard (FDA/OC);Sharpless, 
Norman (NIH/NCI) [E];Ann Rabuttinio;Delgado, Laureen;Juliana Curmi;McManus, Ayanna (NIH/OD) 
[E];Melencio, Cheryl (FNIH) [T];Pak, Hannah (NIH/NCI) [E];Sapaula, Tessa (NIH/NCI) [C];Togashi, Mieko 
(NIH/NCI) [E];Wood, Gretchen (NIH/OD) [E];Peterson-Klaus, Jenny (FNIH) [T];Wholley, David (FNIH) 
[T];Abrams, Jeff (NIH/NCI) [E];Louden, Mary (NIH/NCI) [E];Hammerman, 


Peter GG Jennifer McCulley 
Subject: Confirmed: Q1 2018 PACT Executive Committee Meeting 
Attachments: PACT EC Q1 Meeting_041918 Agenda-vF3.pdf, EC Meeting 041918 vF3.pdf 


Hi PACT EC Members, 


We had to updated a few slides for tonight's meeting. Please use these if you are not joining 
the WebEx this evening. 


Thanks, 
Stacey 


Dear PACT Executive Committee Members, 


In preparation for our first EC meeting tomorrow night, please find attached the agenda and 
presentation slides. We look forward to speaking with you as a group for the first time, 
providing an update on PACT, and beginning some strategic discussions about the partnership. 
For the meeting, we will plan to have a WebEx for those who can join to view the slides along 
with us, but for those who will not be at their computers, the slides are attached here in pdf 
format for easy printing. 


For those utilizing the WebEx, we do recommend that you call in from a separate phone versus 
using the Voice-Over-IP (VOIP) function from your computers, as the VOIP function has caused 
issues for some in the past. The information for the WebEx and the teleconference line are 
below. Please do not hesitate to contact me if you need assistance or you have questions. 


We look forward to speaking with all of you tomorrow night, April 19th from 7-8 pm EDT. 


Thanks, 
Stacey 


Join WebEx meeting 


Meeting number (access code): | 


NIH - 006467 


Meeting password: pact 


Join by phone 
MEIGS call-in toll number (US/Canada) 


Global call-in numbers 


Can't join the meeting? 
If you are a host, go here to view host information. 


IMPORTANT NOTICE; Please note that this WebEx service allows audio and other information sent during the session to be recorded, which 
may be discoverable in a legal matter. By joining this session, you automatically consent to such recordings. If you do not consent to being 


fecorded, discuss your concerns with the host or do tot join the session. 
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Access Code: 0 
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Partnership for Accelerating Cancer Therapies 
Executive Committee Meeting 


April 19, 2018 


FNIH 


Foundation Foundation forthe th 
National retinitis of Health 


Meeting Teleconference Information 


Call In Number 


Passcode 


WebEx - Slide Viewing Join WebEx Here 


NOTE: We highly recommend dialing in from a separate phone and not utilizing Voice-Over-IP (VOIP) for this meeting. 
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PACT JSC Coordination Forum at ASCO - June 2, 6:30-8:30 PM CST — Face-to-Face 


EC Meetings 
Meeting2 Monday, June 11, 2018- Teleconference 7-8 pm ET 


Meeting3 _—_‘ Friday, September 14, 2018 — Face-to-Face 8-10 am ET 
Meeting4 Tuesday, December 18, 2018-— Extended EC Meeting — Teleconference 7-8:30 pm ET 


NIH - 006487 
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isp» NATIONAL CANCER INSTITUTE 
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From: 
Sent: 
To: 

Cc: 
Subject: 


Attachments: 


Dear Francis, 


Adam, Stacey (FNIH) [T] 

Thu, 19 Apr 2018 19:18:49 +0000 

Collins, Francis (NIH/OD) [E] 

Wholley, David (FNIH) [T];Wood, Gretchen (NIH/OD) [E] 
Updates to the PACT Executive Committee Slides 

EC Meeting 041918 vF2.pdf 


| am reaching out to let you know that we just had a quick conversation with Jeff Abrams and Jim 
Doroshow. They wanted to update the NIH/NCI budget allocations, as the ones we distributed 
yesterday did not reflect the most recent updates to their 1|O work. 


| am attaching the updated presentation for tonight’s meeting. The only slides that have changed are 


slides 13 and 20. 


Please let me know if you have any questions. | will be sending these updated slides to the rest of the 


EC shortly. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 


Scientific Program Manager, Cancer 
Foundation for the National Institutes of Health 
Direct: (301) 435-8364 | Mobile: 


fnih.org 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


2017 Gold Stevie Award Winner for Organization of the Year 
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WebEx - Slide Viewing Join WebEx Here 


NOTE: We highly recommend dialing in from a separate phone and not utilizing Voice-Over-IP (VOIP) for this meeting. 
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NIH - 006496, 


Partners for Innovation, Discovery, Health | www.tnihorg 3 


Nilap) NATIONAL CANCER INSTITUTE 


NIH - 006498 


Disp»? NATIONAL CANCER INSTITUTE 


isp» NATIONAL CANCER INSTITUTE 


isp» NATIONAL CANCER 


NIH - 006501 


Partners for Innovation, Discovery, Health | www.tnihorg 8 


NIH - 006502 


Partners for Innovation, Discovery, Health | www.tnihorg 9 


PACT Executive Committee 


PACT Joint Steering Committee 


Partners for Innovation, Discovery, Health | www.tnihorg 12 


Partners for Innovation, Discovery, Health | wwwnih.org 13 


Partners for Innovation, Discovery, Health | www.tnihorg 14 


Partners for Innovation, Discovery, Health | www.fnihorg 16 


| Upcoming PACT EC Meetings 


JSC Meetings of Note to the EC 
PACT JSC Coordination Forum at ASCO - June 2, 6:30-8:30 PM CST — Face-to-Face 


EC Meetings 
Meeting2 Monday, June 11, 2018- Teleconference 7-8 pm ET 


Meeting3 _—_‘ Friday, September 14, 2018 — Face-to-Face 8-10 am ET 
Meeting4 Tuesday, December 18, 2018-— Extended EC Meeting — Teleconference 7-8:30 pm ET 


NIH - 006510 


Parmers for Innovaton, Discovery, Health | www.fnih.org 


BACK-UP SLIDES 


SFNIH 
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From: Adam, Stacey (FNIH) [T] 

Sent: Mon, 23 Apr 2018 22:01:20 +0000 

To: Axel Hoos;Collins, Francis (NIH/OD) [E];Doroshow, James (NIH/NCI) [E];Edith 
Perez;Hudson, Thomas J;Marks, Peter (FDA/CBER);Roach, Nancy;Pazdur, Richard (FDA/OC);Sharpless, 
Norman (NIH/NCI) [E];Abrams, Jeff (NIH/NCI) [E];Hammerman, Peter 

Ce: Ann Rabuttinio;Delgado, Laureen;Juliana Curmi;McManus, Ayanna (NIH/OD) 
[E];Melencio, Cheryl (FNIH) [T];Pak, Hannah (NIH/NCI) [E];Sapaula, Tessa (NIH/NCI) [C];Togashi, Mieko 
(NIH/NC!) [E]; Wood, Gretchen (NIH/OD) [E];Peterson-Klaus, Jenny (FNIH) [T];Wholley, David (FNIH) 
[T];cathykaywriter@gmail.com;Jennifer McCulley;Louden, Mary (NIH/NCI) [E] 

Subject: Initial Follow-up: Q1 2018 PACT Executive Committee Meeting 


Dear PACT FC Member and JSC Co-Chairs, 


Thank you again for a very productive first EC meeting last Thursday night. 


While | will be following up with a full meeting summary and action items, | wanted send out a short list 
of decisions made and action items to be addressed in the short-term. Please see the list below and let 
me know if you have any amendments. 


Thanks, 
Stacey 


NIH - 006515, 


Stacey J. Adam, Ph.D. 
Scientific Program Manager, Cancer 


Direct: (301) 435-8364 | Mobile: Oo 


Subject: Confirmed: Q1 2018 PACT Executive Committee Meeting 
When: Thursday, April 19, 2018 7:00 PM-8:00 PM (UTC-05:00) Eastern Time (US & Canada). 


NIH - 006516 


From: Adam, Stacey (FNIH) [T] 

Sent: Wed, 18 Apr 2018 22:13:37 +0000 

To: Axel Hoos;Collins, Francis (NIH/OD) [E];Doroshow, James (NIH/NCI) [E];Edith 
Perez;Hudson, Thomas J;Marks, Peter (FDA/CBER);Roach, Nancy;Pazdur, Richard (FDA/OC);Sharpless, 
Norman (NIH/NCI) [E];Ann Rabuttinio;Delgado, Laureen;Juliana Curmi;McManus, Ayanna (NIH/OD) 
[E];Melencio, Cheryl (FNIH) [T];Pak, Hannah (NIH/NCI) [E];Sapaula, Tessa (NIH/NCI) [C];Togashi, Mieko 
(NIH/NCI) [E];Wood, Gretchen (NIH/OD) [E];Peterson-Klaus, Jenny (FNIH) [T];Wholley, David (FNIH) 
[T];Abrams, Jeff (NIH/NCI) [E];Louden, Mary (NIH/NCI) [E];Hammerman, Peter 

Subject: Materials for the Q1 2018 PACT Executive Committee Meeting 

Attachments: EC Meeting 041918 vF.pdf, PACT EC Q1 Meeting_041918 _Agenda-vF3.pdf 


Dear PACT Fxecutive Committee Members, 


In preparation for our first EC meeting tomorrow night, please find attached the agenda and 
presentation slides. We look forward to speaking with you as a group for the first time, providing an 
update on PACT, and beginning some strategic discussions about the partnership. For the meeting, we 
will plan to have a WebEx for those who can join to view the slides along with us, but for those who will 
not be at their computers, the slides are attached here in pdf format for easy printing. 


For those utilizing the WebEx, we do recommend that you call in from a separate phone versus using 
the Voice-Over-IP (VOIP) function from your computers, as the VOIP function has caused issues for 
some in the past. The information for the WebEx and the teleconference line are below. Please do not 
hesitate to contact me if you need assistance or you have questions. 


We look forward to speaking with all of you tomorrow night, April 19" from 7-8 pm EDT. 


Thanks, 
Stacey 


When: Thursday, April 19, 2018 7:00 PM-8:00 PM (UTC-05:00) 
Eastern Time (US & Canada). 

Teleconference Line: yyy 

Access Code: fe 


Join WebEx meeting 
Meeting number (access code): OK) 
Meeting password: 8 
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NIH - 006517 


Can't join the meeting? 


If you are a host, go here to view host information. 

IMPORTANT NOTICE: Please note that this WebEx service allows audio and other information sent during the session to be recorded, which 
may be discoverable in a legal matter. By joining this session, you automatically consent to such recordings. if you do not consent to being 
tecorded, discuss your concerns with the host or do sot join the session 
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| Upcoming PACT EC Meetings 


JSC Meetings of Note to the EC 
PACT JSC Coordination Forum at ASCO - June 2, 6:30-8:30 PM CST — Face-to-Face 


EC Meetings 
Meeting2 Monday, June 11, 2018- Teleconference 7-8 pm ET 


Meeting3 _—_‘ Friday, September 14, 2018 — Face-to-Face 8-10 am ET 
Meeting4 Tuesday, December 18, 2018-— Extended EC Meeting — Teleconference 7-8:30 pm ET 
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Partnerships for Accelerating Cancer Therapies (PACT) 
Executive Committee Meeting 
Thursday, April 19, 2018, 7-8 pm ET 


Treatment 
Treatment 


WebEx: Join WebEx meeting 
Conference Line: 08 


Access Code: 0 


enda 


NIH - 006541 


From: Biarnes, Micheel (FNIH) [T] 

Sent: Mon, 11 Dec 2017 23:26:00 +0000 

To: 
james.p.sullivan@abbvie.com;Eunan.maguire@adaptpharma.com;Fintan.keegan@adaptpharma.com;M 
ark.Namchuk@alkermes.com;Markus.Haeberlein@alkermes.com;Armin.szegedi@allergan.com;jdunlop 
@amgen.com;gerard.marek@astellas.com;tolga.uz@astellas.com;ulf.tollemar@astellas.com;RMalamut 
@avanir.com;pam.cyrus@bayer.com;cesham @bio.org;dfriend@bio.org;alfred.sandrock@biogen.com;K 
ate.dawson@biogen.com;james.baxter@boehringeringelheim.com;clifford.woolf@childrens.harvard.ed 
u;mderkacz@braeburnpharma.com;sonnie@braeburnpharma.com;Scott.Powers@cchmc.org;Edward.N 
unes@nyspi.columbia.edu;ktruitt@dsi.com;bdhammock@ucdavis.edu;Antonio_Laurenza@eisai.com;las 
zlo.radvanyi@emdserono.com;schmidtwk@sbcglobal.net;Lin, Allison (FDA/CDER);Winchell, Celia J 
(FDA/CDER);Fields, Ellen (FDA/CDER);Lloyd, Joshua (FDA/CDER);Ahadpour, Mitra (FDA/CDER);Chang, 
Nancy (FDA/CDER);Hertz, Sharon H (FDA/CDER);Borges, Silvana (FDA/CDER);Melencio, Cheryl (FNIH) 
[T];Wholley, David (FNIH) [T];Menetski, Joseph (FNIH) 
[T];joerg.x.holenz@gsk.com;Min.x.li@gsk.com;steve.x.han@gsk.com;vickas.x.patel@gsk.com;David 
Borsook;Lapinski, Mary-Sumpter 

(HHS/IOS);Christian. Heidbreder @indivior.com;afienberg@intracellulartherapies.com;Jennifer 
McCulley;Sheri 
Grabus;tkerere@iqsolutions.com;cflores2@its.jnj.com;debar.|@ghc.org;andyahn @lilly.com;mintun@avi 
drp.com;BKIN@lundbeck.com;DTOL@Lundbeck.com;HRST @lundbeck.com;szale@lyndra.com;jason.tilly 
@mallinckrodt.com;david.michelson@merck.com;zornsh@mindimmune.com;GFujii@molecularexpress. 
com;sho@molecularexpress.com;Austin, Christopher (NIH/NCATS) [E];Colvis, Christine (NIH/NCATS) 
[E];Chandler, Redonna (NIH/NCATS) [E];Finnegan, Sean (NIH/NCATS) 
[E];sdoberstein@nektar.com;LFalk@nektar.com;McCann, David (NIH/NIDA) [E];Thomas, David 
(NIH/NIDA) [E];Koustova, Elena (NIH/NIDA) [E];Montoya, Ivan (NIH/NIDA) [E];Stein, Jack (NIH/NIDA) 
[E];Volkow, Nora (NIH/NIDA) [E];Vallejo, Yolanda (NIH/NIDCR) [E];Mullins, Christopher (NIH/NIDDK) 
[E];Collins, Francis (NIH/OD) [E];Baker, Rebecca (NIH/OD) [E];Bushnell, Catherine (NIH/NCCIH) [E];Tamiz, 
Amir (NIH/NINDS) [E];Wright, Clinton (NIH/NINDS) [E];Kehne, John (NIH/NINDS) [E];Porter, Linda 
(NIH/NINDS) [E];Pelleymounter, Mary (NIH/NINDS) [E];Oshinsky, Michael (NIH/NINDS) [E];Hachicha, 
Mohamed (NIH/NINDS) [E];Koroshetz, Walter (NIH/NINDS) 

[E];ricardo.dolmetsch @novartis.com;pskolnick @ opiant.com;Kenneth.M.Verburg @pfizer.com;osman.cig 
eroglu@pfizer.com;Chin@phrma.org;rmoscicki@phrma.org;LGrumbo@phrma.org;APritchett@phrma.o 
tg;jhepker @ prescottmed.com;Don.Kyle@pharma.com;Richard.Mannion@pharma.com;owen.mcmanus 
@qstatebio.com;David.weinreich@regeneron.com;Ned.braunstein@regeneron.com;|sabel.Lefevre@sa 
nofi.com;Rita.Balice- 
Gordon@Sanofi.com;Kenneth.koblan@sunovion.com;Gregg.redeker@takeda.com;Laura.Rosen@takeda 
.com;Patricio.ODonnell@takeda.com; Ernest. kopecky@tevapharm.com;michael.burczynski@tevapharm. 
com;stephanie.dunbar@tevapharm.com;kbeebe @titanpharm.com;acrombie@trevena.com;mlark@trev 


ena.com ;Robert_Dworkin@URMC.Rochester.edu;gsnyder@intracellulartherapies. 
com;Langon, Dytrea (FNIH) [T] 
[ee Michelson, David;Canet-Aviles, Rosa (FNIH) [T];Morgan, Emily (FNIH) 


[T];Shurtleff, David (NIH/NCCIH) [E];Somerman, Martha (NIH/NIDCR) [E];Grady, Patricia (NIH/NINR) 
[E];Ward, Jackie (NIH/OD) [E];Agonafer, Afomeya (NIH/NCCIH) [E];Buchanan, Holly (NIH/NIDA) 
[E];james.baxter @boehringer-ingelheim.com 


Subject: Partnership to Address the Opioid Crisis - Day 1 
Attachments: Partnership to Address the Opioids Crisis F2F Meeting Final Agenda - Dec 
12,13.pdf 


NIH - 006542 


Please note that parking is available at the Bethesda North Marriott for $15. The hotel is metro 
accessible as well. 


Agenda for the Day 
7:30 am-—8:00am Registration and Breakfast 


8:00 am-8:10am Welcome, Agenda Overview, Meeting Logistics 
David Wholley (FNIH) 


8:10 am—8:30am Welcome and Introduction 
Francis Collins (NIH), Bill Chin (PhRMA) 


8:30am-—8:45am Overview of Development of Opioid Use Disorder (OUD) Treatment and 
Overdose Prevention/Reversal Medications 
Nora Volkow (NIDA) 


8:45am-—9:00am = Overview of Development of New Pain Medications 
Walter Koroshetz (NINDS) 


9:00 am -12:00 pm OUD Treatment and Overdose Prevention/Reversal 


9:00 am-9:15am OUD Working Group 
Co-Chairs - Osman Cigerogiu (Pfizer), Chris Flores (Johnson & Johnson), Jack Stein (NIDA) 


9:15 am-10:15am Medication Development Pipeline: Progress, Challenges, and 
Opportunities 
Ivan Montoya (NIDA), David McCann (NIDA) 


10:15 am — 10:30 am Break 


10:30 am — 11:30 am Alternative Outcomes for OUD Medications 
Elena Koustova (NIDA), Tanya Ramey (NIDA) 


11:30 am — 12:00 pm Next Steps 
Nora Volkow (NIDA), Chris Flores (Johnson & Johnson), Osman Cigeroglu (Pfizer) 


12:00 pm - 1:00 pm Lunch 
1:00 pm-5:30pm Development of New Pain Medications Working Groups 


1:00 pm -3:00pm_ Asset Repurposing Working Group 
Co-Chairs — Chris Austin (NCATS), Chris Flores (Johnson & Johnson) 


3:00 pm —3:15pm__ Break 


3:15 pm—5:15pm__ Data Sharing Working Group 
Co-Chairs - John Dunlop (Amgen), Michael Oshinsky (NINDS) 


NIH - 006543 


5:15 pm -—5:30pm_ Recap and Closing Remarks for Day 1 
David Wholley (FNIH) 


5:30 pm —6:30pm Networking Reception 


-- Do not delete or change any of the following text. -- 


Join WebEx meeting 
Meeting number (access code): OG 
Meeting password: GG 


Join by phone 
(NGG call-in toll number (US/Canada) 


Global call-in numbers 


Can't join the meeting? 
If you are a host, go here to view host information. 


IMPORTANT NOTICE; Please note that this WebEx sevice allows audio and other information sent during the session to be recorded, which 
may be discoverable in.a legal matter. By joining this session, you automatically consent to such recordings, if you do not consent to being 
recorded, discuss your concerns with the host or do rot join the session 
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Partnership to Address the Opioid Crisis Face-to-Face Meeting 
Bethesda North Marriott Hotel — Salon E 


5701 Marinelli Road, Rockville, MD 20852 
Tuesday December 12" - 7:30 am — 6:30 pm 
Wednesday December 13" — 7:30 am — 4:00 pm 
Agenda 


Join WebEx meeting 
Meeting number (access code): (I) 
Meeting password: ff 


OO 
Join by phone 
1G call-in toll number (US/Canada) 


Global call-in numbers 


December 12'" 


7:30 am-—8:00am Registration and Breakfast 


8:00 am-8:10am Welcome, Agenda Overview, Meeting Logistics 
David Wholley (FNIH) 


8:10 am-8:30am Welcome and Introduction 
Francis Collins (NIH), Bill Chin (PhRMA) 


8:30 am—8:45am Overview of Development of Opioid Use Disorder (OUD) Treatment and 


Overdose Prevention/Reversal Medications 
Nora Volkow (NIDA) 


8:45am-—9:00am Overview of Development of New Pain Medications 
Walter Koroshetz (NINDS) 


9:00 am—12:00 pm OUD Treatment and Overdose Prevention/Reversal 


9:00 am—9:15am OUD Working Group 
Co-Chairs — Osman Cigeroglu (Pfizer), Chris Flores (Johnson & Johnson), Jack Stein (NIDA) 


9:15 am-10:15am Medication Development Pipeline: Progress, Challenges, and 
Opportunities 
van Montoya (NIDA), David McCann (NIDA) 

10:15 am — 10:30 am Break 

10:30 am — 11:30 am Alternative Outcomes for OUD Medications 


Elena Koustova (NIDA), Tanya Ramey (NIDA) 


NIH - 006545, 


SFNIH 


Partnership to Address the Opioid Crisis Face-to-Face Meeting 
Bethesda North Marriott Hotel — Salon E 


5701 Marinelli Road, Rockville, MD 20852 
Tuesday December 12" — 7:30 am - 6:30 pm 
Wednesday December 13" — 7:30 pm — 4:00 pm 
Agenda 


11:30 am — 12:00 pm Next Steps 


Nora Volkow (NIDA), Chris Flores (Johnson & Johnson), Osman Cigeroglu (Pfizer) 
12:00 pm -1:00 pm = Lunch 
1:00 pm—5:30pm Development of New Pain Medications Working Groups 


1:00 pm -3:00pm_ = Asset Repurposing Working Group 
Co-Chairs ~ Chris Austin (NCATS), Chris Flores (Johnson & Johnson) 


3:00 pm-3:15pm__— Break 


3:15 pm—5:15pm__ Data Sharing Working Group 
Co-Chairs - John Dunlop (Amgen), Michael Oshinsky (NINDS) 


5:15 pm —5:30pm_ Recap and Closing Remarks for Day 1 
David Wholley (FNIH) 


5:30 pm —6:30pm Networking Reception 
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Partnership to Address the Opioid Crisis Face-to-Face Meeting 
Bethesda North Marriott Hotel — Salon E 


5701 Marinelli Road, Rockville, MD 20852 
Tuesday December 12" - 7:30 am — 6:30 pm 
Wednesday December 13" — 7:30 pm— 4:00 pm 
Agenda 


Join WebEx meeting 
Meeting number (access code): mNO)K6) 
Meeting password: ( 


Join by phone 
(call-in toll number (US/Canada) 
b 


bal call-in number 


December 13" 


7:30 am—8:00am Registration and Breakfast 


8:00 am-—8:15am Welcome and Introduction to Day 2 


David Wholley (FNIH) 


8:15 am—10:15 am Pain: Biomarkers Working Group 


Co-Chairs - Mark Mintun (Lilly), David Thomas (NIDA) 


10:15 am - 10:30 am Break 


10:30 am - 11:30 am Synergies Between Addiction and Pain Working Groups 


All Attendees 


11:30 am — 12:15 pm Lunch 


12:15 pm - 2:15 pm_ Pain: Clinical Trials Network Working Group 


Co-Chairs — Kenneth Verburg (Pfizer), Clinton Wright (NINDS) 


2:15 pm—2:30pm Break 


2:30 pm-3:15 pm Refinement and White Paper Development 


All Attendees 


3:15 pm —4:00 pm Summary of Meeting Discussions and Closing Remarks 


4:00 pm 


Francis Collins (NIH), Chris Flores (Johnson & Johnson) 


Adjourn 
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From: Biarnes, Micheel (FNIH) [T] 

Sent: Mon, 11 Dec 2017 23:26:09 +0000 

To: 
james.p.sullivan@abbvie.com;Eunan.maguire@adaptpharma.com;Fintan.keegan@adaptpharma.com;M 
ark.Namchuk@alkermes.com;Markus.Haeberlein@alkermes.com;Armin.szegedi@allergan.com;jdunlop 
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zlo.radvanyi@emdserono.com;schmidtwk@sbcglobal.net;Lin, Allison (FDA/CDER);Winchell, Celia J 
(FDA/CDER);Fields, Ellen (FDA/CDER);Lloyd, Joshua (FDA/CDER);Ahadpour, Mitra (FDA/CDER);Chang, 
Nancy (FDA/CDER);Hertz, Sharon H (FDA/CDER);Borges, Silvana (FDA/CDER);Melencio, Cheryl (FNIH) 
[T];Wholley, David (FNIH) [T];Menetski, Joseph (FNIH) 
[T];joerg.x.holenz@gsk.com;Min.x.li@gsk.com;steve.x.han@gsk.com;vickas.x.patel@gsk.com;David 
Borsook;Lapinski, Mary-Sumpter 

(HHS/IOS);Christian. Heidbreder @indivior.com;afienberg@intracellulartherapies.com;Jennifer 
McCulley;Sheri 
Grabus;tkerere@iqsolutions.com;cflores2@its.jnj.com;debar.|@ghc.org;andyahn @lilly.com;mintun@avi 
drp.com;BKIN@lundbeck.com;DTOL@Lundbeck.com;HRST @lundbeck.com;szale@lyndra.com;jason.tilly 
@mallinckrodt.com;david.michelson@merck.com;zornsh@mindimmune.com;GFujii@molecularexpress. 
com;sho@molecularexpress.com;Austin, Christopher (NIH/NCATS) [E];Colvis, Christine (NIH/NCATS) 
[E];Chandler, Redonna (NIH/NCATS) [E];Finnegan, Sean (NIH/NCATS) 
[E];sdoberstein@nektar.com;LFalk@nektar.com;McCann, David (NIH/NIDA) [E];Thomas, David 
(NIH/NIDA) [E];Koustova, Elena (NIH/NIDA) [E];Montoya, Ivan (NIH/NIDA) [E];Stein, Jack (NIH/NIDA) 
[E];Volkow, Nora (NIH/NIDA) [E];Vallejo, Yolanda (NIH/NIDCR) [E];Mullins, Christopher (NIH/NIDDK) 
[E];Collins, Francis (NIH/OD) [E];Baker, Rebecca (NIH/OD) [E];Bushnell, Catherine (NIH/NCCIH) [E];Tamiz, 
Amir (NIH/NINDS) [E];Wright, Clinton (NIH/NINDS) [E];Kehne, John (NIH/NINDS) [E];Porter, Linda 
(NIH/NINDS) [E];Pelleymounter, Mary (NIH/NINDS) [E];Oshinsky, Michael (NIH/NINDS) [E];Hachicha, 
Mohamed (NIH/NINDS) [E];Koroshetz, Walter (NIH/NINDS) 

[E];ricardo.dolmetsch @novartis.com;pskolnick @ opiant.com;Kenneth.M.Verburg @pfizer.com;osman.cig 
eroglu@pfizer.com;Chin@phrma.org;rmoscicki@phrma.org;LGrumbo@phrma.org;APritchett@phrma.o 
tg;jhepker @ prescottmed.com;Don.Kyle@pharma.com;Richard.Mannion@pharma.com;owen.mcmanus 
@qstatebio.com;David.weinreich@regeneron.com;Ned.braunstein@regeneron.com;|sabel.Lefevre@sa 
nofi.com;Rita.Balice- 

Gordon@Sanofi.com;Kenneth.koblan@sunovion.com;Gregg.redeker @takeda.com;Laura.Rosen@takeda 
.com;Patricio.ODonnell@takeda.com; Ernest. kopecky@tevapharm.com;michael.burczynski@tevapharm. 
com;stephanie.dunbar@tevapharm.com;kbeebe @titanpharm.com;acrombie@trevena.com;mlark@trev 


ena.com)) PG ;Robert_Dworkin@URMC.Rochester.edu;gsnyder@intracellulartherapies. 
com;Langon, Dytrea (FNIH) [T] 
fee} Michelson, David;Canet-Aviles, Rosa (FNIH) [T];Morgan, Emily (FNIH) 


[T];Shurtleff, David (NIH/NCCIH) [E];Somerman, Martha (NIH/NIDCR) [E];Grady, Patricia (NIH/NINR) 
[E];Ward, Jackie (NIH/OD) [E];Agonafer, Afomeya (NIH/NCCIH) [E];james.baxter @boehringer- 
ingelheim.com 


Subject: Partnership to Address the Opioid Crisis - Day 2 
Attachments: Partnership to Address the Opioids Crisis F2F Meeting Final Agenda - Dec 
12,13. pdf 


NIH - 006548 


Please note that parking is available at the Bethesda North Marriott for $15. The hotel is metro 
accessible as well. 


Agenda for the Day 


7:30 am-8:00am Registration end Breakfast 


8:00 am-8:15am Welcome anc Introduction to Day 2 
David Wholley (FNIH) 


8:15 am—10:15 am _ Pain: Biomarkers Working Group 
Co-Chairs — Mark Mintun (Lilly), David Thomas (NIDA) 


10:15 am — 10:30 am Break 


10:30 am — 11:30 am Synergies Between Addiction and Pain Working Groups 
All Attendees 


11:30 am - 12:15 pm Lunch 


12:15 pm — 2:15 pm_ Pain: Clinical Trials Network Working Group 
Co-Chairs - Kenneth Verburg (Pfizer), Clinton Wright (NINDS) 


2:15 pm —2:30pm_ Break 


2:30 pm -—3:15pm_— Refinement and White Paper Development 
All Attendees 


3:15 pm—4:00pm Summary of Meeting Discussions and Closing Remarks 
Francis Collins (NIH), Chris Flores (Johnson & Johnson) 


4:00 pm Adjourn 


Join WebEx meeting 
Meeting number (access code): OO 
Meeting password: TO 


Join by phone 
HRI call-in toll number (US/Canada) 
bers 


Global call-in num! 


Can't join the meeting? 


NIH - 006549 


If you are a host, go here to view host information. 


IMPORTANT NOTICE: Please note that this WebEx service allows audio and other information sent during the session to be recorded, which 
may be discoverable in a legal matter. By joining this session, you automatically consent to such recordings. if you do not consent to being 
recorded, discuss your concerns with the host or do not join the session. 
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SFNIH 


Partnership to Address the Opioid Crisis Face-to-Face Meeting 
Bethesda North Marriott Hotel — Salon E 


5701 Marinelli Road, Rockville, MD 20852 
Tuesday December 12" - 7:30 am — 6:30 pm 
Wednesday December 13" — 7:30 am — 4:00 pm 
Agenda 


Join WebEx meeting 
Meeting number (access code): (I) 
Meeting password: ff 


OO 
Join by phone 
1G call-in toll number (US/Canada) 


Global call-in numbers 


December 12'" 


7:30 am-—8:00am Registration and Breakfast 


8:00 am-8:10am Welcome, Agenda Overview, Meeting Logistics 
David Wholley (FNIH) 


8:10 am-8:30am Welcome and Introduction 
Francis Collins (NIH), Bill Chin (PhRMA) 


8:30 am—8:45am Overview of Development of Opioid Use Disorder (OUD) Treatment and 


Overdose Prevention/Reversal Medications 
Nora Volkow (NIDA) 


8:45am-—9:00am Overview of Development of New Pain Medications 
Walter Koroshetz (NINDS) 


9:00 am—12:00 pm OUD Treatment and Overdose Prevention/Reversal 


9:00 am—9:15am OUD Working Group 
Co-Chairs — Osman Cigeroglu (Pfizer), Chris Flores (Johnson & Johnson), Jack Stein (NIDA) 


9:15 am-10:15am Medication Development Pipeline: Progress, Challenges, and 
Opportunities 
van Montoya (NIDA), David McCann (NIDA) 

10:15 am — 10:30 am Break 

10:30 am — 11:30 am Alternative Outcomes for OUD Medications 


Elena Koustova (NIDA), Tanya Ramey (NIDA) 
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Partnership to Address the Opioid Crisis Face-to-Face Meeting 
Bethesda North Marriott Hotel — Salon E 


5701 Marinelli Road, Rockville, MD 20852 
Tuesday December 12" — 7:30 am - 6:30 pm 
Wednesday December 13" — 7:30 pm — 4:00 pm 
Agenda 


11:30 am — 12:00 pm Next Steps 


Nora Volkow (NIDA), Chris Flores (Johnson & Johnson), Osman Cigeroglu (Pfizer) 
12:00 pm -1:00 pm = Lunch 
1:00 pm—5:30pm Development of New Pain Medications Working Groups 


1:00 pm -3:00pm_ = Asset Repurposing Working Group 
Co-Chairs ~ Chris Austin (NCATS), Chris Flores (Johnson & Johnson) 


3:00 pm-3:15pm__— Break 


3:15 pm—5:15pm__ Data Sharing Working Group 
Co-Chairs - John Dunlop (Amgen), Michael Oshinsky (NINDS) 


5:15 pm —5:30pm_ Recap and Closing Remarks for Day 1 
David Wholley (FNIH) 


5:30 pm —6:30pm Networking Reception 
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Partnership to Address the Opioid Crisis Face-to-Face Meeting 
Bethesda North Marriott Hotel — Salon E 


5701 Marinelli Road, Rockville, MD 20852 
Tuesday December 12" - 7:30 am — 6:30 pm 
Wednesday December 13" — 7:30 pm— 4:00 pm 
Agenda 


Join WebEx meeting 
Meeting number (access code): NNmNO)K@) 
Meeting password: ( 


Join by phone 
WGicall-in toll number (US/Canada) 


obal call-in number 


December 13" 


7:30 am—8:00am Registration and Breakfast 


8:00 am-—8:15am Welcome and Introduction to Day 2 


David Wholley (FNIH) 


8:15 am—10:15 am Pain: Biomarkers Working Group 


Co-Chairs - Mark Mintun (Lilly), David Thomas (NIDA) 


10:15 am - 10:30 am Break 


10:30 am - 11:30 am Synergies Between Addiction and Pain Working Groups 


All Attendees 


11:30 am — 12:15 pm Lunch 


12:15 pm - 2:15 pm_ Pain: Clinical Trials Network Working Group 


Co-Chairs — Kenneth Verburg (Pfizer), Clinton Wright (NINDS) 


2:15 pm—2:30pm Break 


2:30 pm-3:15 pm Refinement and White Paper Development 


All Attendees 


3:15 pm —4:00 pm Summary of Meeting Discussions and Closing Remarks 


4:00 pm 


Francis Collins (NIH), Chris Flores (Johnson & Johnson) 


Adjourn 
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From: Menetski, Joseph (FNIH) [T] 

Sent: Tue, 16 Jan 2018 20:19:30 +0000 

To: 
james.p.sullivan@abbvie.com;Fintan.keegan@adaptpharma.com;Eunan.maguire@adaptpharma.com;M 
arkus.Haeberlein@alkermes.com;Mark.Namchuk@alkermes.com;Armin.szegedi@allergan.com;jdunlop 
@amgen.com;gerard.marek@astellas.com;ulf.tollemar@astellas.com;tolga.uz@astellas.com;RMalamut 
@avanir.com;pam.cyrus@bayer.com;cesham @bio.org;dfriend @bio.org;Kate.dawson@biogen.com;alfre 
d.sandrock@biogen.com;james.baxter@boehringer- 
ingelheim.com;clifford.woolf@childrens.harvard.edu;mderkacz@braeburnpharma.com;sonnie@braebu 
rnpharma.com;Scott.Powers@cchmc.org;Edward.Nunes@nyspi.columbia.edu;ktruitt@dsi.com;bdhamm 
ock@ucdavis.edu;Antonio_Laurenza@zisai.com;laszio.radvanyi@emdserono.com;schmidtwk@sbcgloba 
|,net;Ahadpour, Mitra (FDA/CDER);Borges, Silvana (FDA/CDER);Chang, Nancy (FDA/CDER);Fields, Ellen 
(FDA/CDER);Hertz, Sharon H (FDA/CDER);Lin, Allison (FDA/CDER);Lloyd, Joshua (FDA/CDER);Noone, 
Marianne (FDA/CDER); Winchell, Celia J (FDA/CDER);Stein, Peter 

(FDA/CDER);steve.x.han @gsk.com;joerg.x.holenz@gsk.com;Min.x.li@gsk.com;vickas.x.patel@gsk.com;D 
avid Borsook;Lapinski, Mary-Sumpter 

(HHS/IOS);Christian. Heidbreder @indivior.com;gsnyder @intracellulartherapies.com;Sheri 
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[E];Mullins, Christopher (NIH/NIDDK) [E];Baker, Rebecca (NIH/OD) [E];Collins, Francis (NIH/OD) 
[E];Bushnell, Catherine (NIH/NCCIH) [E];Pelleymounter, Mary (NIH/NINDS) [E];Hachicha, Mohamed 
(NIH/NINDS) [E];Kehne, John (NIH/NINDS) [E];Koroshetz, Walter (NIH/NINDS) [E];Oshinsky, Michael 
(NIH/NINDS) [E];Porter, Linda (NIH/NINDS) [E];Tamiz, Amir (NIH/NINDS) [E];Ward, Jackie (NIH/OD) 
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tg;jhepker@prescottmed.com;Don.Kyle@pharma.com;Richard.Mannion@pharma.com;owen.mcmanus 
@qstatebio.com;Ned.braunstein@regeneron.com;David.weinreich@regeneron.com;Rita.Balice- 
Gordon@Sanofi.com;|sabel.Lefevre @sanofi.com;Kenneth.koblan@sunovion.com;Patricio.ODonnell@ta 
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Ce: 

Analia.Gutierrez@nyspi.columbia.edu;gleiseh@amgen.com;tbuckley@braeburnpharma.com;Baker, 
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[T];Biarnes, Michael (FNIH) [T];Wholley, David (FNIH) [T];dlangon@fhih.org 
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Subject: Partnership to Address the Opioids Crisis: Status of the data and asset sharing 
effort 


Dear opioid partnership meeting attendees, 


We have heard that several partners have asked about the status of the data and asset sharing focus 
area and if they have missed a request for information. | wanted to provide a brief update on the status 
of activity around the initial survey of programs that FNIH was asked to distribute to the partners. 


The data and asset sharing working group decided to take a stepwise approach and begin with a pilot 
project. This gives us a chance to assess the overall feasibility of this approach to the survey. A sample 
table has been sent to 3 partnership representatives with a request to provide information about why 
programs were terminated and contacts for more detailed information. The pilot representatives have 
been asked to provide feedback by this Friday, January 19th. Further information will be shared as we 
review the process and responses from the pilot companies. 


Best regards, 

Joe Menetski 

Joseph P. Menetski, Ph.D. 

Deputy Director of Research Partnerships 
Foundation for the National Institutes of Health 
(301) 594-6596 

fnih.org 


11400 Rockville Pike Suite 600 North Bethesda MD 20852 


2017 Gold Stevie Award Winner for Organization of the Year 
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From: Biarnes, Michzel (FNIH) [T] 

Sent: Sat, 23 Dec 2017 02:05:49 +0000 

To: 
james.p.sullivan@abbvie.com;Eunan.maguire@adaptpharma.com;Fintan.keegan@adaptpharma.com;M 
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Grabus;tkerere@iqsolutions.com;cflores2@its.jnj.com;debar.|@ghc.org;andyahn @lilly.com;mintun@avi 
drp.com;BKIN@lundbeck.com;DTOL@Lundbeck.com;HRST @lundbeck.com;szale@lyndra.com;jason.tilly 
@mallinckrodt.com;david.michelson@merck.com;zornsh@mindimmune.com;GFujii@molecularexpress. 
com;sho@molecularexpress.com;Austin, Christopher (NIH/NCATS) [E];Colvis, Christine (NIH/NCATS) 
[E];Chandler, Redonna (NIH/NCATS) [E];Finnegan, Sean (NIH/NCATS) 
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(NIH/NIDA) [E];Koustova, Elena (NIH/NIDA) [E];Montoya, Ivan (NIH/NIDA) [E];Stein, Jack (NIH/NIDA) 
[E];Volkow, Nora (NIH/NIDA) [E];Vallejo, Yolanda (NIH/NIDCR) [E];Mullins, Christopher (NIH/NIDDK) 
[E];Collins, Francis (NIH/OD) [E];Baker, Rebecca (NIH/OD) [E];Bushnell, Catherine (NIH/NCCIH) [E];Tamiz, 
Amir (NIH/NINDS) [E];Wright, Clinton (NIH/NINDS) [E];Kehne, John (NIH/NINDS) [E];Porter, Linda 
(NIH/NINDS) [E];Pelleymounter, Mary (NIH/NINDS) [E];Oshinsky, Michael (NIH/NINDS) [E];Hachicha, 
Mohamed (NIH/NINDS) [E];Koroshetz, Walter (NIH/NINDS) 
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Subject: Partnership to Address the Opioids Crisis Face-to-Face Meeting Executive 
Summary 

Attachments: Opioid PPP F2F Executive Summary - 12+13Dec2017.pdf 

Hi all, 


NIH - 006556, 


Thank you again for a very productive meeting last week. Please find the executive summary from the 
meeting attached. We are finalizing more detailed notes and aim to provide those late next week. | hope 
you all have a very happy holiday. 


Best, 
Mike 


We’ve moved! Please find our new address below. 
Michael Biarnes 

Scientific Project Manager 

Foundation for the National Institutes of Health 

(301) 594-2612 

fnih.org 

11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


The FNIH is the #1 ranked biomedical research charitable organization & earned a 4-star rating from 
Charity Navigator. 
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From: Adam, Stacey (FNIH) [T] 

Sent: Tue, 3 Apr 2018 21:34:37 +0000 

To: Axel Hoos;Collins, Francis (NIH/OD) [E];Doroshow, James (NIH/NCI) [E];Edith 
Perez;Hudson, Thomas J;Marks, Peter (FDA/CBER);Roach, Nancy;Pazdur, Richard (FDA/OC);Sharpless, 
Norman (NIH/NCI) [E];Ann Rabuttinio;Delgado, Laureen;Juliana Curmi;McManus, Ayanna (NIH/OD) 
[E];Melencio, Cheryl (FNIH) [T];Pak, Hannah (NIH/NCI) [E];Sapaula, Tessa (NIH/NCI) [C];Togashi, Mieko 
(NIH/NCI) [E];Wood, Gretchen (NIH/OD) [E];Peterson-Klaus, Jenny (FNIH) [T];Wholley, David (FNIH) 
[T];Abrams, Jeff (NIH/NCI) [E];Louden, Mary (NIH/NCI) [E];Hammerman, Peter 

Subject: Q2 2018 PACT Executive Committee Meeting 


delete or change an he following text. 


Join WebEx meeting 
Meeting number (access code) G6) 


Meeting password: io} 


Join by phone 
(GRIGG call-in toll number (US/Canada) 


Global call-in numbers 


Can't join the meeting? 


If you are a host, go here to view host information. 


NIH - 006562 


From: Adam, Stacey (FNIH) [T] 

Sent: Wed, 9 May 2018 15:28:33 +0000 

To: Axel Hoos;Collins, Francis (NIH/OD) [E];Doroshow, James (NIH/NCI) [E];Edith 
Perez;Hudson, Thomas J;Marks, Peter (FDA/CBER);Roach, Nancy;Pazdur, Richard (FDA/OC);Sharpless, 
Norman (NIH/NCI) [E];Abrams, Jeff (NIH/NCI) [E];Hammerman, Peter 

Ce: Ann Rabuttinic;Delgado, Laureen;Juliana Curmi;McManus, Ayanna (NIH/OD) 
[E];Melencio, Cheryl (FNIH) [T];Pak, Hannah (NIH/NCI) [E];Sapaula, Tessa (NIH/NCI) [C];Togashi, Mieko 
(NIH/NC!) [E]; Wood, Gretchen (NIH/OD) [E];Peterson-Klaus, Jenny (FNIH) [T];Wholley, David (FNIH) 
[T];cathykaywriter@gmail.com;Jennifer McCulley;Louden, Mary (NIH/NCI) [E] 

Subject: RE: Initial Follow-up: Q1 2018 PACT Executive Committee Meeting 
Attachments: PACT EC Q1 Meeting_041918 Summary_vF.pdf 


Dear PACT EC Members and JSC Co-Chairs, 


Once again, thank you for a very productive first quarter meeting for PACT. As promised, please find 
attached the full summary and action items from the meeting. We ask that you review and let us know 
if you have any additions or amendments to this document. We will ask for their ratification at the next 
meeting. 


Asa brief follow-up, we have since this meeting shared your feedback with the JSC and its Working 
Groups, and they were both amenable to the thoughts of the EC and have worked to incorporate them 
into the revised trial selection process. In addition, the JSC Patient Advocate members have been 
informed of their promotion to voting status, and they were most excited to see this development. 


Thank you again for all your time and input. We look forward to hearing you all again on our second 
quarterly call on June 11, 2018. 


Kind regards, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


Direct: (301) 435-8364 | Mobile: TO@ 


From: Adam, Stacey (FNIH) [T] 

Sent: Monday, April 23, 2018 6:01 PM 

To: Axel Hoos <axel.x.hoos@gsk.com>; Collins, Francis (NIH/OD) (E] (4G; Doroshow, 
James (NIH/NCI) [E] 9 @; Edith Perez <perez.edith@gene.com>; Hudson, Thomas J 
<thomas.hudson@abbvie.com>; Marks, Peter (FDA/CBER) | NO; Nancy Roach 
<nancy.roach@fightcolorectalcancer.org>; Pazdur, Richard (FDA/OC) 

Sharpless, Norman (NIH/NCI) [E] 9G; Abrams, Jeff (NIH/NCI) [E] 
NW; Hammerman, Peter <peter.hammerman@novartis.com> 

Cc: Ann Rabuttinio <ann.t.rabuttinio@gsk.com>; Delgado, Laureen <laureen.delgado@abbvie.com>; 
Juliana Curmi <curmi.juliana@gene.com>; McManus, Ayanna (NIH/OD) [E] 


NIH - 006563 


PNG; Melencio, Chery! (FNIH) [T] <cmelencio@fnih.org>; Pak, Hannah 
(NIH/NCI) [E] [9 9G; Sapaula, Tessa (NIH/NCI) (C] GG, Togashi, 
Mieko (NIH/NCI) [E]/ ; wood, Gretchen (NIH/OD) [E] 
PG: Peterson-Klaus, Jenny (FNIH) [T] <jpeterson-klaus@fnih.org>; Wholley, David 
(FNIH) [7] <elwhly.fahorg> llliii NELE) ernifer 
McCulley <jmcculley@iqsolutions.com>; Mary (NIH/NCi) Louden [E]/ OO 
[orev encom a OLO) 


Subject: Initial Follow-up; Q1 2018 PACT Executive Committee Meeting 
Dear PACT EC Member and JSC Co-Chairs, 


Thank you again for a very productive first EC meeting last Thursday night. 


While | will be following up with a full meeting summary and action items, | wanted send out a short list 
of decisions made and action items to be addressed in the short-term. Please see the list below and let 
me know if you have any amendments. 


Thanks, 
Stacey 


Stacey J. Adam, Ph.D. 
Scientific Program Manager, Cancer 


Direct: (301) 435-8364 | Mobile: Oe 


NIH - 006564 


Subject: Confirmed: Q1 2018 PACT Executive Committee Meeting 
When: Thursday, April 19, 2018 7:00 PM-8:00 PM (UTC-05:00) Eastern Time (US & Canada). 


NIH - 006565 


Partnerships for Accelerating Cancer Therapies (PACT) 
Executive Committee Meeting 
Thursday, April 19, 2018 
7:00 - 8:00 pm ET 


apy 


HEINE her 


Teleconference Meeting Minutes 


Participants 
Jeff Abrams (NIH/NCI), Stacey Adam (FNIH), Francis Collins (NIH/OD), James Doroshow (NIH/NCI), Thomas Hudson 


(AbbVie), Peter Marks (FDA/CBER), Edith Perez (Genentech), Jenny Peterson-Klaus (FNIH), Nancy Roach (Fight CRC), 
Norman Sharpless (NIH/NCI), Larry Taback (NIH/OD), David Wholley (FNIH) 


NIH - 006569 


From: Adam, Stacey (FNIH) [T] 


Sent: Thu, 19 Apr 2018 23:02:31 +0000 
To: Axel Hoos 
Ce: Collins, Francis (NIH/OD) [E];Doroshow, James (NIH/NCI) [E];Edith 


Perez;Hudson, Thomas J;Marks, Peter (FDA/CBER);Roach, Nancy;Pazdur, Richard (FDA/OC);Sharpless, 
Norman (NIH/NCI) [E];Ann Rabuttinio;Delgado, Laureen;Juliana Curmi;McManus, Ayanna (NIH/OD) 
[E];Melencio, Cheryl (FNIH) [T];Pak, Hannah (NIH/NCI) [E];Sapaula, Tessa (NIH/NCI) [C];Togashi, Mieko 
(NIH/NC!) [E]; Wood, Gretchen (NIH/OD) [E];Peterson-Klaus, Jenny (FNIH) [T];Wholley, David (FNIH) 
[T];Abrams, Jeff (NIH/NCI) [E];Louden, Mary (NIH/NCI) [E];Hammerman, 
Peter;cathykaywriter@gmail.com;Jennifer McCulley 

Subject: RE: Updated Materials for Tonight's Meeting: Q1 2018 PACT Executive 
Committee Meeting 


Thanks, Axel, 
We appreciate you letting us know. 


Thanks, 
Stacey 


Stacey J. Adam, Ph.D. 
Scientific Program Manager, Cancer 


Direct: (301) 435-8364 | Mobile fi O@ 


From: Axel Hoos [mailto:axel.x.hoos@gsk.com] 
Sent: Thursday, April 19, 2018 6:59 PM 
To: Adam, Stacey (FNIH) [T] <sadam@fnih.org> 
Ce: Collins, Francis (NIH/OD) [E] {GG Doroshow, James (NIH/NCI) [E] 

>; Edith Perez <perez.edith@gene.com>; Hudson, Thomas J 
<thomas.hudson@abbvie.com>; Marks, Peter (FDA/CBER) [I G,; Roach, Nancy 
<nancy.roach@fightcolorectalcancer.org>; Pazdur, Richard (FDA/OC) (7 ; 
Sharpless, Norman (NIH/NCI) [E] GG; Ann Rabuttinio 
<ann.t.rabuttinio@gsk.com>; Delgado, Laureen <laureen.delgado@abbvie.com>; Juliana Curmi 
<curmi_juliana@gene.com>; McManus, Ayanna (NIH/OD) [E] GO; Melencio, 
Cheryl (FNIH) [T] <cmelencio@fnih.org>; Pak, Hannah (NIH/NCI) [E] [i OG; Sapaula, 
Tessa (NIH/NCI) [C] GG; Togashi, Mieko (NIH/NCI) [E] 
LE BG: Wood, Gretchen (NIH/OD) [E] PNG; Peterson-Klaus, 
Jenny (FNIH) [T] <jpeterson-klaus@ fnih.org>; Wholley, David (FNIH) [T] <dwholley@fnih.org>; Abrams, 
Jeff (NIH/NCI) [E] (IO; Louden, Mary (NIH/NC1) [E] Oe; 
Hammerman, Peter <peter.hammermean@novartis.com> jin @@ Jennifer McCulley 


<jmcculley@igqsolutions.com> 
Subject: Re: Updated Materials for Tonight's Meeting: Q1 2018 PACT Executive Committee Meeting 


Dear PACT EC members and Stacey, 


NIH - 006570 


Unfortunately, this meeting interferes with a previously scheduled meeting, which i cannot skip. My 
apologies for realizing this conflict too /ate. 

| will catch up with Stacey afterwards. 

Kind regards, 


Axel 


Sent from my iPhone 
On Apr 19, 2018, at 2:13 PM, Adam, Stacey (FNIH) [T] <sadam@fnih.org> wrote: 


EXTERNAL 


-----Meeting Info---—- 

Subject: Confirmed: Q1 2018 PACT Executive Committee Meeting 

When: Thursday, April 19, 2018 7:00 PM-8:00 PM (UTC-05:00) Eastern Time (US & Canada). 
Where: | Wor 


Hi PACT EC Members, 


We had to updated a few slides for tonight's meeting. Please use these if you are not joining 
the WebEx this evening. 


Thanks, 
Stacey 


Dear PACT Executive Committee Members, 


In preparation for our first EC meeting tomorrow night, please find attached the agenda and 
presentation slides. We look forward to speaking with you as a group for the first time, 
providing an update on PACT, and beginning some strategic discussions about the partnership. 
For the meeting, we will plan to have a WebEx for those who can join to view the slides along 
with us, but for those who will not be at their computers, the slides are attached here in pdf 
format for easy printing. 


For those utilizing the WebEx, we do recommend that you call in from a separate phone versus 
using the Voice-Over-IP (VOIP) function from your computers, as the VOIP function has caused 
issues for some in the past. The information for the WebEx and the teleconference line are 
below. Please do not hesitate to contact me if you need assistance or you have questions. 


We look forward to speaking with all of you tomorrow night, April 19th from 7-8 pm EDT. 


Thanks, 
Stacey 


NIH - 006571 


Join WebEx meetinc 
Meeting number (access code): NGS) 
Meeting password: §®) 


Join by phone 


EE cali-in toll number (US/Canada) 


Global call-in numbers 


Can't join the meeting? 
If you are a host, go here to view host information. 


<EC Meeting 041918 vF3.pdf> 
<PACT EC Q1 Meeting_041918_Agenda-vF3.pdf> 


GSK monitors email communications sent to and from GSK in order to protect GSK, our 
employees, customers, suppliers and business partners, from cyber threats and loss of GSK 
Information. GSK monitoring is conducted with appropriate confidentiality controls and in 
accordance with local laws and after appropriate consultation. 


NIH - 006572 


From: Adam, Stacey (FNIH) [T] 

Sent: Thu, 19 Apr 2018 21:13:35 +0000 

To: Axel Hoos;Collins, Francis (NIH/OD) [E];Doroshow, James (NIH/NCI) [E];Edith 
Perez;Hudson, Thomas J;Marks, Peter (FDA/CBER);Roach, Nancy;Pazdur, Richard (FDA/OC);Sharpless, 
Norman (NIH/NCI) [E];Ann Rabuttinio;Delgado, Laureen;Juliana Curmi;McManus, Ayanna (NIH/OD) 
[E];Melencio, Cheryl (FNIH) [T];Pak, Hannah (NIH/NCI) [E];Sapaula, Tessa (NIH/NCI) [C];Togashi, Mieko 
(NIH/NCI) [E];Wood, Gretchen (NIH/OD) [E];Peterson-Klaus, Jenny (FNIH) [T];Wholley, David (FNIH) 
[T];Abrams, Jeff (NIH/NCI) [E];Louden, Mary (NIH/NCI) [E];Hammerman, 
Peter;cathykaywriter@gmail.com;Jennifer McCulley 


Subject: Updated Materials for Tonight's Meeting: Q1 2018 PACT Executive Committee 
Meeting 

Attachments: EC Meeting 041918 vF3.pdf, PACT EC Q1 Meeting_041918_Agenda-vF3.pdf 
om Meeting Info----- 


Subject: Confirmed: Q1 2018 PACT Executive Committee Meeting 
When: Thursday, April 19, 2018 7:00 PM-8:00 PM (UTC-05:00) Eastern Time (US & Canada). 
Where: | = 


Hi PACT EC Members, 


We had to updated a few slides for tonight's meeting. Please use these if you are not joining 
the WebEx this evening. 


Thanks, 
Stacey 


Dear PACT Executive Committee Members, 


In preparation for our first EC meeting tomorrow night, please find attached the agenda and 
presentation slides. We look forward to speaking with you as a group for the first time, 
providing an update on PACT, and beginning some strategic discussions about the partnership. 
For the meeting, we will plan to have a WebEx for those who can join to view the slides along 
with us, but for those who will not be at their computers, the slides are attached here in pdf 
format for easy printing. 


For those utilizing the WebEx, we do recommend that you call in from a separate phone versus 
using the Voice-Over-IP (VOIP) function from your computers, as the VOIP function has caused 
issues for some in the past. The information for the WebEx and the teleconference line are 
below. Please do not hesitate to contact me if you need assistance or you have questions. 


We look forward to speaking with all of you tomorrow night, April 19th from 7-8 pm EDT. 


Thanks, 
Stacey 


NIH - 006573 


-- Do not delete or change any of the following text. -- 


Join WebEx meeting 


Meeting number (access code) i) 
Meeting password OO 


Join by phone 
ER all-in toll number (US/Canada) 


Global call-in numbers 


Can't join the meeting? 


If you are a host, go here to view host information. 
IMPORTANT NOTICE: Please note that this WebEx sevice allows audio and other information sent during the session to be recorded, which 


may be discoverable In a legal matter. By jolning this session, you automatically consent to such recordings. If you do not consent to being 


recorded, discuss your concerns with the host or do yor join the session. 


NIH - 006574 


Partnership for Accelerating Cancer Therapies 
Executive Committee Meeting 


April 19, 2018 


FNIH 


Foundation Foundation forthe th NIH - 006575 
National retinitis of Health 


Meeting Teleconference Information 


Call In Number 


Passcode 


WebEx - Slide Viewing Join WebEx Here 


NOTE: We highly recommend dialing in from a separate phone and not utilizing Voice-Over-IP (VOIP) for this meeting. 


NIH - 006576 


Partners for Innovation, Discovery, Health | www.tnihorg 4 


| Agenda 


NIH - 006577 


Partners for Innovation, Discovery, Health | www.tnihorg 2 


PACT Overview 


NIH - 006578 


Partners for Innovation, Discovery, Health | www.tnihorg 3 


iN ilap) NATIONAL CANCER INSTITUTE 


Disp»? NATIONAL CANCER INSTITUTE 


NIH - 006581 


isp» NATIONAL CANCER INSTITUTE 


isp» NATIONAL CANCER 
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PACT Executive Committee 


PACT Joint Steering Committee 
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Partners for Innovation, Discovery, Health | www.tnihorg 12 


Partners for Innovation, Discovery, Health | wwwnih.org 13 
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Partners for Innovation, Discovery, Health | www.tnihorg 


| Upcoming PACT EC Meetings 


JSC Meetings of Note to the EC 
PACT JSC Coordination Forum at ASCO - June 2, 6:30-8:30 PM CST — Face-to-Face 


EC Meetings 
Meeting2 Monday, June 11, 2018- Teleconference 7-8 pm ET 


Meeting3 _—_‘ Friday, September 14, 2018 — Face-to-Face 8-10 am ET 
Meeting4 Tuesday, December 18, 2018-— Extended EC Meeting — Teleconference 7-8:30 pm ET 


NIH - 006592 


Parmers for Innovaton, Discovery, Health | www.fnih.org 


BACK-UP SLIDES 


SFNIH 


Foundation for the NIH - 006593 
National Institutes of Health 
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isp»? NATIONAL CANCER INSTITUTE 


Disp»? NATIONAL CANCER INSTITUTE 


Partnerships for Accelerating Cancer Therapies (PACT) 
Oncology” Executive Committee Meeting 


ml 7p Thursday, April 19, 2018, 7-8 pm ET 
Z 4 aa WebEx: Join WebEx meeting 
= Conference Line: 08 
Access Code: 0 
enda 


NIH - 006597 


From: Wholley, David (FNIH) [T] 

Sent: Wed, 18 Apr 2018 22:41:46 +0000 

To: Melencio, Cheryl (FNIH) [T];Canet-Aviles, Rosa (FNIH) [T];Hoffmann, Steve 
(FNIH) [T];Kamphaus, Tania (FNIH) [T];Collins, Francis (NIH/OD) [E];Tabak, Lawrence (NIH/OD) 
[E];Gadbois, Ellen (NIH/OD) [E];Singh, Jyoti (NIH/OD) [E];Wood, Gretchen (NIH/OD) [E];Burrus-Shaw, 
Cyndi (NIH/OD) [E];NIHDirectorMeetings;McManus, Ayanna (NIH/OD) [E];Menetski, Joseph (FNIH) 
[T];Morgan, Emily (FNIH) [T];Di Mantova, Emma (NIH/OD) [E] 

Subject: RE: AMP Pre-Call 

Attachments: AMP EC Slides April 25 - DRAFT.pptx, 2018-02-23_ AMP EC Teleconference 
minutes final draft.docx, Copy of AMP EC Attendance April 27 2018.xIsx 


Attached please find the materials for tomorrow afternoon’s AMP EC Pre-Call: draft slide set for the 
April 25 EC call, draft minutes from our last AMP EC meeting in February, and the latest attendee 
response listing. | look forward to the discussion. David 
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Diabetes 
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Accelerating Medicines PartnershipParkinson’s 
Disease 


*-FNIAH 


Foundation for the NIH - 006614 
National Institutes of Health 


| AMP Parkinson’s Disease (PD) 


NIH - 006615 


Partners for Innovation, Discovery, Health | www.fnih.org 17 


Faruiers 101 miiuvauun, UisCuvely, Meat 


Www. tit.urg 


AMP PD Face to Face Meeting March 7-8: Outcomes 
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Accelerating Medicines 
PartnershipAlzheimer’s Disease 
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National Institutes of Health 
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| Upcoming EC meetings 


m Next MeetingAMP EEC: Friday, June 29 from 7:00 am — 8:30 
am 
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Backup Slides 
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Foundation for the National Institutes of Health (FNIH) 
Accelerating Medicines Partnership (AMP) 
Executive Committee (EC) 
Teleconference Meeting Minutes 


Friday, February 23, 2018 
7:00 — 8:00 a.m. ET 


Participants 

Rosa Canet-Avilés (FNIH), Bob Carter (NIH/NIAMS), Francis Collins (NIH), Mikael Dolsten (Pfizer), Tanya Fischer 
(Sanofi), Ellen Gadbois (NIH), Richard Hodes (NIH/NIA), Steve Hoffmann (FNIH), Tania Kamphaus (FNIH), 
Walter Koroshetz (NIH/NINDS), Jan Lundberg (Lilly), Suzana Petanceska (NIH/NIA), Griffin Rodgers 
(NIH/NIDDK), Laurie Ryan (NIH/NIA), Susana Serrate-Sztein (NIH/NIAMS), Jyoti Singh (NIH), Phil Smith 
(NIH/NIDDK), Paul Stoffels (J&J), Marg Sutherland (NIH/NINDS), Larry Tabak (NIH), Melissa Thomas (Lilly), 
David Wholley (FNIH) 


NIH - 006642 


NIH - 006643 


NIH - 006644 


Name 

Berlyne, Debby (science writer) 
Canet-Aviles, Rosa (FNIH) [T] 
Carter, Robert (NIH/NIAMS) [E] 
Collier, David 

Collins, Francis (NIH/OD) [E] 
Dolsten, Mikael 

Fischer, Tanya 

Gadbois, Ellen (NIH/OD) [E] 
Hodes, Richard (NIH/NIA) [E] 
Hodge, Martin 
Hoffmann, Steve (FNIH) [T] 
Kamphaus, Tania (FNIH) [T] 

Katz, Stephen |. (NIH/NIAMS) [E] 
Koroshetz, Walter (NIH/NINDS) [E] 
Lifton, Richard 
Lundberg, Jan 
Melencio, Cheryl (FNIH) [T] 
Menetski, Joseph (FNIH) [T] 
Paltoo, Dina (NIH/OD) [E 
Petanceska, Suzana (NIH/NIA) [E] 
Rodgers, Griffin (NIH/NIDDK) [E] 

Ryan, Laurie (NIH/NIA) [E] 
Serrate-Sztein, Susana (NIH/NIAMS) [E] 
Singh, Jyoti (NIH/OD) [E] 

Smith, Philip (NIH/NIDDK) [E] 

Stoffels, Paul 

Sutherland, Margaret (NIH/NINDS) [E] 
Tabak, Lawrence (NIH/OD) [E] 

Terry, Sharon 

Thomas, Melissa 

Wholley, David (FNIH) [T] 


Attendance 

Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Meeting Organizer 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
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Response 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Tentative 
Accepted 
Declined 
None 
Accepted 
Accepted 
None 
Accepted 
None 
None 
Accepted 
Accepted 
Accepted 
Accepted 
None 
Tentative 
Accepted 
Accepted 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 18 Apr 2018 15:20:00 +0000 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: Brief report on Hever meeting 
Francis: 


Just curious whether there was any specific feedback on 1) AMP T2D portal getting access to the IMI 
SUMMIT study data and 2) discussion of whether the T2D knowledge portal should be extended to other 
disorders — and whether there are any concrete action items for me to follow those up. We have our 
AMP EC pre-call tomorrow (slides will be out shortly), so fine if you want to wait till then to discuss. 


From: Collins, Francis (NIH/OD) [E] 
Sent: Monday, April 16, 2018 6:01 PM 
To: Tabak, Lawrence (NIH/OD) [E] UN; wolinetz, Carrie (NIH/OD) [E] 
; Burklow, John (NIH/OD) [E]/ GG; Hallett, Adrienne 
(NIH/OD) [E]/ 7 GG@>; wholley, David (FNIH) [T] <dwholley@fnih.org>; Eiss, Robert 
(NIH/FIC) [E]/ 9 @G; Glass, Roger (NIH/FIC) [E] Be dDishman, Eric 
(NIH/OD) [EJ >; Devaney, Stephanie (NIH/OD) [E]/ we; 
Volkow, Nora (NIH/NIDA) [E]/ 5G; Koroshetz, Walter (NIH/NINDS) [E] 

Sharpless, Norman (NIH/NCI) (E])/ oe 


Doroshow, James (NIH/NCI) [E] oe 
Ce: Austin, Christopher (NIH/NCATS) [E]/ 


Subject: Brief report on Hever meeting 


Hi all, 


| attended part of the 23" annual Hever meeting in NYC this weekend, where the heads of R&D of the 
largest biopharmaceutical companies gathered to discuss common interests. I’ve been invited to this 
meeting for the last seven years, and it has provided a good venue for initiating collaborations and 
partnerships. AMP got started here. PACT got a big boost, and the opioids partnership was a major 
topic of discussion last year. 


| was only able to be present for Saturday morning, but Chris Austin represented NIH for the rest of the 
meeting (I'll leave it to him to share notes on those items if appropriate). | was asked to summarize no 
less than five topics in 75 minutes, including discussion. | used the attached ppt file. As each of you 
have important roles in one or more of these projects, I’m sending this around as a quick summary of 
the discussion. Because of Chatham House rules | am not naming names. 


That’s kind of it from me. Chris, please add anything I’ve missed. 


Francis 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 13 Apr 2018 02:19:22 +0000 

To: Collins, Francis (NIH/OD) [E];Pelis, Kim (NIH/OD) [E];George, Jill (NIH/OD) 
{E];Eiss, Robert (NIH/FIC) [E];Austin, Christopher (NIH/NCATS) [E] 

Subject: RE: Hever agenda 


Francis, here are some suggested questions for you to choose from. 


David 


From: Collins, Francis (NIH/OD) [E] 
Sent: Wednesday, April 11, 2018 3:48 PM 
To: Wholley, David (FNIH) [T] <dwholley@fnih.org>; Pelis, Kim (NIH/OD) [E] Oo 
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George, Jill (NIH/OD) [€] [NG Eiss, Robert (NIH/FIC) [E] [Oe 
Austin, Christopher (NIH/NCATS) [E]/ Oe 


Subject: RE: Hever agenda 


Thanks, David. To start the discussions, | will need to pose questions to Hever about each of the topics. 


Care to suggest questions for AMP, PACT, and opioids/pain PPP? 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, April 11, 2018 10:24 AM 

To: Collins, Francis (NIH/OD) [E] WG; Pelis, Kim (NIH/OD) [E] [FIP oe; 
George, Jill (NIH/OD) [€] SG Ess, Robert (NIH/FIC) [E][ @ 


Subject: RE: Hever agenda 
Francis, 


Great news. Have we given you everything you need for this from our end? BTW, I will have blackberry 
on Friday evening and Saturday morning in case you have questions, and if you need to call my cell is 


(NOG. Hope it goes well! 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, April 11, 2018 5:59 AM 

To: Pelis, Kim (NIH/OD) [E] NH] George, Jill (NIH/OD) [€] NGG; Eiss, 
Robert (NIH/FIC) [E] (9 @O; holley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: FW: Hever agenda 


From: Jill Payne [mailto:jill@ptbusinessgroups.com] 

Sent: Wednesday, April 11, 2018 5:50 AM 

To: Collins, Francis (NIH/OD) [E] {9B ‘mo Paul Stoffels' <pstoffe4 @its.jnj.com> 
Ce: 'Prof Trevor M Jones CBE FMedSci' <trevor.m.jones@btinternet.com>; Austin, Christopher 
(NIH/NCATS) [€] (00 NGG>; geoff@ ptbusinessgroups.com 

Subject: RE: Hever agenda 


Dear Dr Collins 


| have updated the agenda to give you another half hour by cutting 15 minutes of the morning break 
and lunch. | hope that this is sufficient time for you. 


Kind regards 


Jill Payne 
On behalf of Hever 
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Email: jill@ptbusinessgroups.com 
Col: TO 


This email and the information it contains, is for the sole use of the address(s) only and may contain privileged or confidential 
information. Unauthorised use, disclosure, copying or transferring by any meansis strictly prohibited. If you are not the 
addressee and are in possession of this e-mail, please delete it from your system(s) and notify us immediately. Under the Data 
Protection Act (1998) we draw your attention to the fact that distributing, publishing or reproducing e-mails that have been 
inadvertently received is strictly prohibited. The sender stakes no responsibility for any errors and error omissions. Copyright 
2018 Europharm Management Education Ltd —All Rights Reserved 


From: Collins, Francis (NIH/OD) [E] yee 

Sent: 11 April 2018 00:03 

To: MD Paul Stoffels 

Cc: Jill Payne; Prof Trevor M Jones CBE FMedSci; Austin, Christopher (NIH/NCATS) [E] 
Subject: Hever agenda 


Hi Paul, 


I’ve been preparing for the “NIH update” session at Hever 23 this coming Saturday morning — and I’m 
concerned that the assigned 45-minute time slot may make it very difficult to turn this into a productive 
segment with appropriate time for discussion. As per the agenda (attached), | am to discuss AMP 
{including four sub-projects), the PACT public-private partnership on cancer immunotherapy, the 
opioids/pain PPP that was birthed last year at Hever, and the Coalition for African Research and 
Innovation (CARI) that will have new information from Friday's inventory call. | also think it’s critical for 
me to give a quick heads up to the Heverites about the imminent launch of the All of Us million-person 
American cohort, given its potential to revolutionize clinical trial enrollment. That makes five meaty 
topics, for all of which there are timely questions for discussion that | had hoped to tee up. 


With apologies for asking so late in the game, is there any chance that more time could be assigned to 
this session? 


Thanks for considering, 


Francis 


This email has been scanned by iomartcloud. 
http://www.iomartcloud.com 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 16 Apr 2018 15:09:56 +0000 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: Materials for the PACT NIH/NCI Update - April 17th 


Just wondering how Hever went... 


From: Collins, Francis (NIH/OD) [E] 
Sent: Sunday, April 15, 2018 5:54 PM 
To: Adam, Stacey (FNIH) [T] <sadam@fnih.org>; Sharpless, Norman (NIH/NCI) [E] 


; Doroshow, James (NIH/NCI) [E] GG, Baker, 
Rebecca (NIH/OD) [E] 


Cc: McManus, Ayanna (NIH/OD) [E]/ GG; wood, Gretchen (NIH/OD) [E] 
(GNNEEEEENNNNOG; sapauia, Tessa (NIH/NC) [C] [um NNNNNON>; Pak, Hannah (NIH/NCI 
(E) SG; Peterson-Klaus, Jenny (FNIH) [T] <jpeterson-klaus@fnih.org>; Wholley, 
David (FNIH) [T] <dwholley@fnih.org>; Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: Materials for the PACT NIH/NCI Update - April 17th 


Looks like a good plan to me. 


FC 


From: Adam, Stacey (FNIH) [T] 

Sent: Friday, April 13, 2018 4:30 PM 

To: Collins, Francis (NIH/OD) [E] (GG; sharpless, Norman (NIH/NCI) [E] 
(EAANNNGS>; Doroshow, James (NIH/NC!) [£] (UTTTOG>; Baker, 
Rebecca (NIH/OD) [E] 


aro) 
Ce: McManus, Ayanna (NIH/OD) [E]/ 4; wood, Gretchen (NIH/OD) [E] 
SG Sapaula, Tessa (NIH/NC!) (C] >; Pak, Hannah (NIH/NCI) 
(E] 9); Peterson-Klaus, Jenny (FNIH) [T] <jpeterson-klaus@fnih.org>; Wholley, 
David (FNIH) [T] <dwholley@fnih.org>; Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 
Subject: Materials for the PACT NIH/NCI Update - April 17th 


Dear NIH and NCI PACT Colleagues, 

Thank you so much for working with us to arrange a new time for our usually monthly update. 

Given we have moved this meeting up so it takes place before our first PACT quarterly EC call, we 
thought it would be best to focus our discussion on Tuesday evening on the agenda (and if needed the 
slides) for the EC meeting planned for Thursday night (April 19) from 7-8 pm ET. We thought it would be 
best to get this team’s thoughts on the agenda before we distributed it to the wider group. 

The agenda and the suggested slides are attached to this email for your review. Please let us know if 


you have any suggestions ahead of our meeting on Tuesday. Otherwise, we can discuss them on the 
call. 
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Also, please let us know if you have any other topics you feel we need to address in our Tuesday 
meeting other than the EC meeting. We would be happy to add them to our discussion plans. 


As always, if you have any questions, please do not hesitate to reach out to David or myself. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Scientific Program Manager, Cancer 

Foundation for the National Institutes of Health 

Direct: (301) 435-8364 | Mobile: (301) 318-8310 
fnih.org 

11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


2017 Gold Stevie Award Winner for Organization of the Year 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 16 Apr 2018 17:09:27 +0000 

To: Koroshetz, Walter (NIH/NINDS) [E];Volkow, Nora (NIH/NIDA) [E] 

Ce: Baker, Rebecca (NIH/OD) [E];Collins, Francis (NIH/OD) [E];Melencio, Cheryi 
(FNIH) [T];Menetski, Joseph (FNIH) [T];8iarnes, Michael (FNIH) [T] 

Subject: RE: Opioids Governance Discussion 


Thanks, Walter. 


From: Koroshetz, Walter (NIH/NINDS) [E] 
Sent: Monday, April 16, 2018 1:07 PM 
To: Wholley, David (FNIH) [T] <dwholley@fnih.org>; Volkow, Nora (NIH/NIDA) [E] 


Cc: Baker, Rebecca (NIH/OD) (E] {I NO>; collins, Francis (NIH/OD) [E] 
LG; Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org>; Menetski, Joseph (FNIH) [T] 
<jmenetski@fnih.org>; Biarnes, Michael (FNIH) [T] <mbiarnes@fnih.org> 

Subject: RE: Opioids Governance Discussion 


Thanks David. NINDS would benefit from inclusion of Clinton Wright (clinical trials), Amir Tamiz 
(translational director and from pharma) , Michael Oshinsky (pain program expert) and Linda Porter, For 
the PPP Amir would be most valuable. Others as schedule allows. Locations all good for me. 

walter 


From: Wholley, David (FNIH) [T] 

Sent: Monday, Apri! 16, 2018 12:31 PM 

To: Volkow, Nora (NIH/NIDA) [E] 9G; Koroshetz, Walter (NIH/NINDS) [E] 
(ee 


Cc: Baker, Rebecca (NIH/OD) [E] OG; collins, Francis (NIH/OD) [E] 
SNM velencio, Cheryl (FNIH) [T] <cmelencio@fnih.org>; Menetski, Joseph (FNIH) [T] 
<jmenetski@fnih.org>; Biarnes, Michael (FNIH) [T] <mbiarnes@fnih.org> 

Subject: FW: Opioids Governance Discussion 


Dear Walter and Nora: 


Please see the list of folks who were involved in the opioids partnership Working Groups from NIH. As 
we discussed on Thursday, we need to convene a meeting asap to lay out a proposed governance 
structure and related next steps for the partnership, with appropriate NIH policy input. Can you please 
give me your input on whom should be invited to this meeting so Cheryl can start working the 
calendars? Myself, Mike Biarnes, and Joe Menetski will attend from FNIH. 


Also would appreciate your input on venue. We are happy to host a meeting here at FNIH (our offices 
are convenient to the main NIH campus and other offices as we are two blocks south of White Flint 
metro at 11400 Rockville Pike) or we can do on NIH campus if you would prefer, and can find us a room. 


Thanks, David 


NIH - 006653 


Nora Volkow — NIDA 

Walter Koroshetz — NINDS 

Linda Porter — NINDS 

Chris Austin and/or Christine Colvis — NCATS 
Jack Stein - NIDA 

Rebecca Baker - NIH 


Optional Co-Chairs 
Clinton Wright — NINDS 
Dave Thomas — NIDA 
Michael Oshinsky - NINDS 


Do you think that it would beneficial to have FDA represented at this meeting as well? 


Thanks, 
Mike 


Michael Biarnes 

Scientific Project Manager 

Foundation for the National Institutes of Health 
(301) 594-2612 


fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


2017 Gold Stevie Award Winner for Organization of the Year 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 9 May 2018 18:37:51 +0000 

To: Collins, Francis (NIH/OD) [E];Nicholson_David 

Ce: Canet-Aviles, Rosa (FNIH) [T];Melencio, Cheryl (FNIH) [T] 
Subject: RE: Parkinson's Disease 

Attachments: AMP PD summary update for Allergan 5-9-18.pdf 

Hi David, 


Frances had let me know of your interest and it so happens | was just about to email you. Attached is a 
two-page executive summary of the AMP Parkinson’s Disease initiative, including updated overview of 
the science, partners involved, budget, and governance. We would be happy to set up a follow on call 
with you and any of your team with one of both of the Steering Committee co-chairs to go into this in 
more detail and answer any questions. | am copying our Program Manager for Neuroscience, Rosa 
Canet-Aviles, and my admin assistant, Cheryl Melencio, who can assist with scheduling. 


Regards, 
David Wholley 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, May 9, 2018 1:30 PM 

To: Nicholson_David <David.Nicholson@Allergan.com> 
Cc: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: Re: Parkinson's Disease 


Hi David, 

Thanks for your follow up message. I’m looping in David Wholley, who is the project manager for AMP- 
PD, and he can fill you in. 

Best, Francis 


Sent from my iPhone 
On May 9, 2018, at 1:22 PM, Nicholson_David <David.Nicholson@Allergan.com> wrote: 


Frances, 

As | hope you will recall we met at the Hever meeting in New York. | will would like to follow up 
regarding your Parkinson’s disease initiative, could you point me in the right direction, please. 

David 

This e-mail, including any attachments, is meant only for the intended recipient of the transmission, and 
may be a confidential or privileged communication. If you received this e-mail in error, any review, use, 
dissemination, distribution, or copying of this e-mail is strictly prohibited. Please notify us immediately 
of the error by return e-mail and please delete this message from your system. Thank you in advance for 
your cooperation. 
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Accelerating Medicines Partnership Parkinson’s Disease Program 


The Accelerating Medicines Partnership (AMP) in Parkinson’s Disease (PD) is a proposed partnership 
between the National Institutes of Health (NIH), industry partners and non-government organizations 
with the overall goal to identify and validate diagnostic, prognostic, progression and predictive biomarkers 
for PD. Projected outcomes include improvements in clinical trial design, better patient stratification, the 
ability to monitor disease progression, and the potential to identify new pathways for therapeutic 
development. 


Beginning in June 2016 a group of scientific experts in the field from the NIH, five life sciences companies, 
the Michael J. Fox Foundation (MJFF), FDA, and several academic medical research centers were convened 
by the FNIH to create a “white paper” outlining a summary research plan as a basis for making initial 
investments in the partnership. Six initial research partners, including the National Institute for 
Neurological Disorders and Stroke (NINDS) at NIH, Celgene, GlaxoSmithKline, MJFF, Pfizer, Sanofi, and 
Verily (Alphabet Inc.'s research organization devoted to the study of life sciences) agreed in early 2017 to 
proceed with plans to fund an AMP PD project. The group subsequently met in June 2017 to revise the 
white paper into a detailed research plan and form an AMP PD Steering Committee that is organized by 
the FNIH to oversee the implementation of the AMP PD research plan. 


AMP PD takes advantage of already existing longitudinal PD cohort studies including; the MJFF’s 
Parkinson’s disease Progression bioMarker Initiative (PPMI), the NINDS’s Parkinson’s Disease Biomarkers 
Program (PDBP), the MJFF/NINDS BioFIND cohort, and the Harvard Biomarkers Study (HBS) cohorts. 
These cohorts have extensive associated clinical data and state-of-the-art longitudinal biobanks. 
Collectively, the PPMI, PDBP, HBS, and BioFIND cohorts represent a coordinated approach to clinical data 
and biosample collection with a total of 2,058 PD cases and 1,709 healthy controls at baseline and an 
overall biorepository collection of 3313 CSF samples, 15,530 RNA samples, 10,392 plasma samples, and 
4,000 DNA samples. 


The AMP PD research plan is divided into three parts (Figure 1): 

Stage 1 will focus on: 1) development of the AMP PD Knowledge Platform; 2) integration of existing WGS 
followed by RNA seq of the datasets within this platform; 3) harmonization of clinical data across the 
cohort studies; 4) whole transcriptomic RNA seq analysis of over 3,300 RNA samples from PDBP and 
BioFIND cohorts; and 5) release of an NIH funding announcement to promote the analysis of data within 
the AMP PD Knowledge Platform. 

Stage 2 will enable the development and integration of proteomics and metabolomics datasets into the 
AMP PD Knowledge Platform with the use of an adaptive design that is sensitive to advances in 
technology and inclusive of common discovery and replication cohorts for platform validation. As of our 
most recent face to face meeting in March of 2018, the AMP PD Steering Committee voted on moving 
forward with a exRNA pilot study of matched CSF and plasma samples from BioFIND. Regarding 
proteomics platforms, the AMP PD Steering Committee has agreed to use the SOMAscan platform to 
analyze 240 CSF Biofind samples and solicit applications for large scale untargeted analyses using data 
independent MS (SWATH) on 2204 CSF longitudinal samples from the PPMI, PDBP, and HBS cohorts. 
Stage 3 provides the opportunity for further -omics analysis using either validated platforms from Stage 
2 or analytical platforms that capture emerging technologies. Throughout the 5 years of AMP PD. 
opportunities for data analysis and disease modeling will be supported through NIH grants and 
cooperative agreements or FNIH contracts as appropriate. Data derived during all phases of AMP PD 
will be available through the AMP PD Knowledge Platform developed by Verily. This data platform will 
provide unprecedented access to large PD -omics datasets, where analytical data pipelines will be 


1 


NIH - 006656 


synchronized with other large-scale NIH data efforts to further support broad data sharing and analysis, 


beyond AMP PD. 
Stagel Stage2 
$2.6-3.6M $8-12M 
0-18 months 12 — 48 months 
= _ Establish Working Groups launch (at~ 12mo) of verily 
Data AMP PD Knowledge Portal 
» Transeriptomies 
» WGS 
Adaptive Design 
= Develop operation and ee : a 
data processing SOPs 
Brain single cell RNA-seq 
© Gmertenion chen G0] » ee Stolomen Eaton 
POBP, HBS, BoF IND SeaNe 
3,000 PD cases & and 2,000 culs Pilot Platform Analysis 


(Defined test and replication baseline 


Stage3 
$2.4-3.5M 


36 — 60 months 


(coe 


* Longitudinal cohort analysis 
of successful platforms from 
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* RFA for data analysis, tool 
development, disease 
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2 Proteomics 


* SiMoA, Caprion , SWATH/DIA) 
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Figure 1: Diagram of AMP PD phases including components of each phase, timeline for each phase and estimated 
costs. HG (Human genome), CF (Common Fund) 


The costs for the entire five-year project are estimated at $24 M over 5 years. The NIH currently plans to 
contribute $12 million of the total to support biomarker platform data generation and support for data 
entry, quality control and harmonization, including data storage and compute costs. Each of the five 
partners participating in AMP PD is contributing an equivalent of $400K/year for 5 years ($2 million 
total over 5 years in in-kind platform development from Verily, and $10 million over 5 years in cash 
from the other five private sector funders). |n the event additional funds are offered a number of 
potential “buy-up” options, subject to the vote of the entire Steering Committee, have been identified to 
enhance the power and robustness of the biomarkers analyses. These include: 1) additional baseline 
assays (CSF and plasma) 2) longitudinal follow-up assays (at 12 months) for both discovery and replication 
of initial results, and 3) additional longitudinal assays (total CSF and plasma) . 


Should Allergan be interested in joining AMP PD, the partners would request an equivalent contribution 
of $2M over 5 years ($400,000 per year) with the first year’s payment requested by Q3 2018. 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 23 Apr 2018 13:41:27 +0000 

To: MEULIEN Pierre ( IMI) 

Ce: Collins, Francis (NIH/OD) [E];Stoffels, Paul [JJCUS] 
Subject: SUMMIT data and the AMP T2D Knowledge Portal 
Dear Pierre: 


We have not formally met, but | am very much looking forward to doing so at our panel discussion at 
BIO in June. | am writing meanwhile to ask for any help you may be able to give in making genetic and 
phenotypic data from an IMI project called SUMMIT able to be searched by the global research 
community through the AMP Type 2 Diabetes Knowledge Portal. | am copying Paul Stoffels given his 
role in both IMI and the AMP Executive Committee, as well as Francis Collins. 


As you may have heard at the recent Hever meeting, the Knowledge Portal is an open access genetic 
database that is broadly available to academic and industry researchers interested in studying diabetes 
and complications associated with the disease. It was originally developed in collaboration with the 
Broad Institute of Harvard and MIT as part of the Accelerating Medicines Partnership. The portal has 
integrated genetic data (GWAS, exome chip, whole exome) from over 30 datasets, nine of which are 
sharing data at the individual level. Individual level datasets can be queried, with results returned to the 
user, but the source data cannot be directly accessed or downloaded. In an effort to accommodate 
European investigators who may wish to contribute data, AMP has implemented a federated version of 
the Knowledge Portal at the European Bioinformatics Institute (EBI) that allows data to remain within 
the EU while being available for querying across the globe. Over the last two years, the portal has 
evolved to include sophisticated tools for analyzing data and is continually enriched by regular infusion 
of datasets through outreach to the community. Continued development of the portal is guided by an 
AMP T2D Steering Committee that includes representatives from NIH/NIDDK, Janssen, Lilly, Merck, 
Pfizer, and Sanofi, who also committed to a plan to sustain its availability for the next 5-6 years. 


A key dataset of interest since the first release of the portal has been the data from the IMI “SUMMIT” 
study. As you probably know, SUMMIT (SUrrogate markers for Micro- and Macro-vascular 

hard endpoints for Innovative diabetes Tools) was a six-year, €32M IMI initiative that launched in 
November 2009 and concluded in 2016-17. SUMMIT aimed to identify markers that predict the risks of 
developing diabetes chronic micro- and macro-vascular complications with focus on diabetic 
nephropathy, diabetic retinopathy, and cardiovascular disease. Partners included academic research 
centers in Scandinavia, the UK, Italy and Germany, and industry partners Roche, Pfizer, Boehringer 
Ingelheim, AstraZeneca, Lilly, and Sanofi. The six “work packages” included genetics, imaging, multiple - 
omics, and animal model approaches to investigating markers, as well as training of young investigators. 


A significant component involved genetic studies of complications of Type 1 and Type 2 diabetes using 
GWAS data contributed from partners, new GWAS studies conducted by SUMMIT (the “largest to 
date”), anda “first ever” exome study in diabetes. Apparently a particular strength of SUMMIT was its 
careful phenotyping: a lot of thought went into choosing cases and controls, particularly exclusion 
criteria. 


Summary data from SUMMIT is already included in the AMP T2D portal. Making the individual level 


SUMMIT datasets available through the AMP T2D portal so they can be effectively queried (but not 
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downloaded) in conjunction with already-available T2D and complications data would obviously be a 
win for entire diabetes research community, including of course many company researchers. Our 
understanding is that SUMMIT data is stored at the data coordinating center at Lund University in 
Sweden, but it has been difficult to determine whose approvals would be needed for sharing it because 
when SUMMIT concluded so apparently did all contractual arrangements associated with the research, 
with the result that there seems to be no clear data owner and no clear legal/administrative path to 
access it. Mark McCarthy (Oxford), Julia Brosnan (Pfizer), and Melissa Thomas (Lilly) met with Leif 
Group, the SUMMIT PI, back in 2014 to discuss this possibility when AMP was launched, but it was too 
early in either initiative to conclude anything. There was an additional meeting with some of the 
SUMMIT investigators at EASD in 2015 where they seemed quite willing to share once the initiative was 
concluded, but said they had no power to authorize sharing. Assuming there is still willingness to share 
the SUMMIT data, it appears some effort by the initial SUMMIT funding partners and/or the central IMI 
administration might be needed to make this happen, given the apparent lack of a clear “owner” for the 
data. 


| am hopeful that you might agree that integrating the SUMMIT data into the AMP T2D Portal could be 
an effective means of preserving and maximizing IMI’s substantial investment in SUMMIT over the 
years. If so, It would be greatly appreciated if you could assist us in understanding whether sharing the 
would be feasible and could facilitate the process to do so. Please note that the AMP T2D Steering 
Committee would be willing to consider a reasonable level of funding to support data transfer and 
integration, given that the interest in broadening the types of data on complications and conditions 
related to T2D among the AMP T2D partners is considerable at this point. However, there is also 
understandable concern that the scope of data shared be of sufficient scale to justify the time and 
expense—i.e., sharing one small dataset is unlikely to be of interest. 


Thanks you for considering this request. Please let me know if you need any additional information, and 
anything | can do to help follow up. 


Regards, 
David 


David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 
(301) 594-6343 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


2017 Gold Stevie Award Winner for Organization of the Year 
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From: Wholley, David (FNIH) [T] 


Sent: Tue, 17 Apr 2018 22:26:09 +0000 
To: Collins, Francis (NIH/OD) [E] 
Subject: Very quick question 


Should | include NCATS in the opioid partnership NIH "governance/reset" meeting | am 
convening? | included names on the list | circulated to Walter and Nora but no comment from 
them on that aspect (not surprising in retrospect, probably not their question)..Thanks 


Sent from my BlackBerry 10 smartphone. 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 13 Apr 2018 16:16:07 +0000 

To: Collins, Francis (NIH/OD) [E] 

Subject: a quote from today's AMP T2D telecon 
Francis — 


As you head up to New York for Hever | just wanted to share one statement | heard verbatim from one 
of the industry executive leads on the AMP T2D Steering Committee whom | particularly respect, related 
to the need to begin allowing the sharing and ability to perform integrated queries across multiple 
diseases and phenotypes. | think it summarized very eloquently the concerns of the entire group: 


Thanks for your help on dbGaP. | spoke to Laura Rodriguez this morning and it sounds like we might be 
getting near(er) to a solution on that thanks to what sounds like a lot of hard work. Fingers crossed. 


David 


David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 
(301) 594-6343 


fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


2017 Gold Stevie Award Winner for Organization of the Year 


NIH - 006661 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 20 Apr 2018 18:24:44 +0000 

To: Collins, Francis (NIH/OD) [E];Tabak, Lawrence (NIH/OD) [E] 

Ce: McManus, Ayanna (NIH/OD) [E];Wood, Gretchen (NIH/OD) [E];Boskent, Celeste 
(NIH/OD) [E];Melencio, Cheryl (FNIH) [T];Morgan, Emily (FNIH) [T] 

Subject: AMP EC -- April 27 vs May 4 2018.xlsx 

Attachments: AMP EC -- April 27 vs May 4 2018.xIsx 


Francis and Larry: 

Good news on rescheduling the AMP EC from April 27 to 7AM Friday May 4 as requested, | think. We 
have two NIH Directors we've not heard from yet — Griff Rodgers and Walter Koroshetz—and Richard 
Hodes (OG. (larry | trust from our conversation yesterday you can attend?) Jan Lundberg 
is still out (though he’d have missed next Friday anyway). But Mikael Dolsten and Paul Stoffels have 
reconfirmed they can make 5/4, and we have at least one co-chair confirmed from each of the four 


disease/therapeutic SCs. | suggest we move forward with the change to May 4. 


Can your office please confirm, and copy Cheryl Melencio and Emily Morgan? Thanks, David 
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Canet-Aviles, Rosa (FNIH) [T] 
Collier, David 
Dolsten, Mikael 


Gadbois, Ellen (NIH/OD) 


Koroshetz, Walter (NIH/NINDS) [E] 
Lundberg, Jan 


Menetski, Joseph (FNIH) 


Petanceska, Suzana (NIH/NIA) [E] 


Ryan, Laurie (NIH/NIA) [E] 


Stoffels, Paul 


Tabak, Lawrence (NIH/OD) [E] 


Thomas, Melissa 


equired Attendee 
equired Attendee 
equired Attendee 


equired Attendee 


equired Attendee 
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From: Wholley, David (FNIH) [T] 

Sent: Thu, 12 Apr 2018 14:45:08 +0000 

To: Collins, Francis (NIH/OD) [E];Tabak, Lawrence (NIH/OD) [E];Volkow, Nora 
(NIH/NIDA) [E];Koroshetz, Walter (NIH/NINDS) [E];Stein, Jack (NIH/NIDA) [E];Porter, Linda (NIH/NINDS) 
[E];Wolinetz, Carrie (NIH/OD) [E];Baker, Rebecca (NIH/OD) [E] 

Ce: Menetski, Joseph (FNIH) [T];Melencio, Cheryl (FNIH) [T] 

Subject: FW: Opioid Partnership Update 


For your information, please see the note that we sent to the Opioid Partnership Working Group 
members this morning. Thanks, David 


From: Biarnes, Michael (FNIH) [T] 
Sent: Thursday, April 12, 2018 9:41 AM 
To: Ahadpour, Mitra (FDA/CDER) (GG; Ahn, Andy <andyahn@lilly.com>; 
Austin, Christopher (NIH/NCATS) [E]/) 7 @)@; Baker, Rebecca (NIH/OD) [E] 

>; Balice-Gordon, Rita <Rita.Balice-Gordon@sanofi.com>; Beebe, Katherine 
<kbeebe@titanpharm.com>; Biarnes, Michael (FNIH) [T] <mbiarnes@fnih.org>; David Borsook 
<david.borsook@childrens.harvard.edu>; Braunstein, Ned <ned.braunstein@regeneron.com>; 
Burczynski, Michael <michael.burczynski@tevapharm.com>; Chang, Nancy (FDA/CDER) 
LY BGO>- chin, Bill <chin@phrma.org>; Colvis, Christine (NIH/NCATS) [E] 
GO; cyrus, Pam <pam.cyrus@bayer.com>; Dawson, Kate 


<kate,dawson@biogen.com>; Debar, Lynn <debar.|@ghc.org>; Doberstein, Steve 
<sdoberstein@nektar.com>; Dolmetsch, Ricardo <ricardo.dolmetsch@novartis.com>; Dunbar, 
Stephanie <stephanie.dunbar@tevapharm.com>; Dunlop, John <jduniop@amgen.com>; Dworkin, 
Robert <robert_dworkin@urmc.rochester.edu>; Fields, Ellen (FDA/CDER) oo 
Flores, Chris <cflores2 @its.jnj.com>; Sheri Grabus <sgrabus@iqsolutions.com>; Hachicha, Mohamed 
(NIH/NINDS) [E] 9G; Haeberlein, Markus 
<markus.haeberlein@alkermes.com>; Hammock, Bruce <bdhammock@ucdavis.edu>; Han, Steve X. 
<steve.x.han@gsk.com>; Hepker, Jen <jhepker@prescottmed.com>; Hertz, Sharon H (FDA/CDER) 
PMO: Holenz, Joerg <joerg.x.holenz@gsk.com>; Kehne, John (NIH/NINDS) [E] 
(®G; Koblan, Kenneth ckenneth.koblan@sunovion.com>; Kopecky, Ernest 
<ernest.kopecky@tevapharm.com>; Koroshetz, Walter (NIH/NINDS) [E] ee; 
Kramer, Mike <mkramer@trevena.com>; Kyle, Don <don.kyle@pharma.com>; Laurenza, Antonio 
<antonio_laurenza@eisai.com>; Lefevre, |sabel <isabel.lefevre@sanofi.com>; Li, Min 
<min.x.li@gsk.com>; Lin, Allison (FDA/CDER) (a; Malamut, Richard 
<rmalamut@avanir.com>; Mannion, Richard <richard.mannion@pharma.com>; Marek, Gerard 
<gerard.marek@astellas.com>; Jennifer McCulley <jmcculley@iqsolutions.com>; McManus, Owen 
<owen.mcmanus@qstatebio.com>; Menetski, Joseph (FNIH) [T] <jmenetski@fnih.org>; Mintun, Mark 
<mintun@avidrp.com>; Moscicki, Rich <rmoscicki@phrma.org>; Mullins, Christopher (NIH/NIDDK) [E] 
<mullinsc@extra.niddk.nih.gov>; Oshirsky, Michael (NIH/NINDS) [E] 9 Ge; Patel, 
Vickas <vickas.x.patel@gsk.com>; Pelleymounter, Mary (NIH/NINDS) [E] 
(NM Porter, Linda (NIH/NINDS) [€] (NOG; Powers, Scott 
<scott.powers@cchmc.org>; Predescu, Alina (NIH/NCATS) [E] 9 OG Ramey, Tanya 
(NIH/NIDA) [ES BG; Rosen, Laura <laura.rosen@takeda.com>; Sandrock, Alfred 
<alfred.sandrock@biogen.com>; Schmidt, William <schmidtwk @sbcglobal.net>; Stein, Jack (NIH/NIDA) 
[E] PG; sullivan, James <james.p.sullivan@abbvie.com>; Szegedi, Armin 
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<armin.szegedi@allergan.com>; Tamiz, Amir (NIH/NINDS) [E] {9 @@; Thomas, David 
(NIH/NIDA) [E] YG Tilly, Jason <jason.tilly@mallinckrodt.com>; Tollemar, Ulf 
<ulf.tollemar@astellas.com>; Truitt, ken <ktruitt@dsi.com>; Uz, Tolga <tolga.uz@astellas.com>; Vallejo, 
Yolanda (NIH/NIDCR) [E] 9G; Verburg, Kenneth 
<kenneth.m.verburg@pfizer.com>; Weger, Tor |) POO, weinreich, David 
<david.weinreich@regeneron.com>; Wholley, David (FNIH) [T] <dwholley@fnih.org>; Woolf, Clifford 
<clifford.woolf@childrens.harvard.edu>; Wright, Clinton (NIH/NINDS) [E] oe; 
Zorn, Stevin <zornsh@mindimmune.com> 

Cc: Chow, Tina <tina.chow@novartis.com>; Colfax, Tracey <tcolfax@its.jnj.com>; Finnegan, Sean 
(NIH/NCATS) [E] MOG, Henrique, Gleise <gleiseh@amgen.com>; Koch, Kellie 
<kkoch@phrma.org>; Kruzik, Nan <kruzik@avidrp.com>; Plantinga, Karen 
<karen.plantinga@sanofi.com>; Regan, Donna <Donna.regan@abbvie.com>; Waltzer, Renee 


(NIH/NINDS) (C] NE OS 


Subject: Opioid Partnership Update 
Dear Opioid Partnership Working Group Members: 


In case you have not seen them, | am forwarding for your information links to the recommendations of a 
Working Group to the Advisory Committee to Director (ACD) of the NIH which were discussed at a 
meeting of the ACD held this past Friday, April 6, regarding the funding and structure of a potential 
partnership to address the opioid crisis. | am also including two pieces of correspondence between our 
FNIH President, Maria Freire, and Deputy NIH Director Larry Tabak related to a separate discussion of 
these same issues conducted by the FNIH Board on March 30. 


While the outcome of the FNIH Board’s discussions is known, formal acceptance of and action on the 
ACD recommendations are the responsibility of the NIH Director. Although | cannot comment 
specifically on what NIH may decide, | think it is worth pointing out in connection with this situation the 
fact that the Congress has recently approved $500M in funding for NIH to be spent through fiscal year 
2019 on initiatives to address the opioid crisis, and that there is latitude within both the FNIH and ACD 
recommendations for conducting a partnership within specific limitations. | would add to that my sense 
that there continues to be high enthusiasm for advancing the scientific goals outlined for such a 
partnership in the white paper, to which you all contributed your valuable time and insights. | will be 
sure to let you know more about the outcome of the NIH decision process as soon as we hear more. 


Regards, 
David Wholley 


https://acd.od.nih.gov/documents/presentations/032018 opioids-draft-report.pdf 


https://acd.od.nih.gov/documents/presentations/04062018presentation.pdf 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 16 Apr 2018 16:30:57 +0000 

To: Volkow, Nora (NIH/NIDA) [E];Koroshetz, Walter (NIH/NINDS) [E] 

Ce: Baker, Rebecca (NIH/OD) [E];Collins, Francis (NIH/OD) [E];Melencio, Cheryl 
(FNIH) [T];Menetski, Joseph (FNIH) [T];Biarnes, Michael (FNIH) [T] 

Subject: FW: Opioids Governance Discussion 


Dear Walter and Nora: 


Please see the list of folks who were involved in the opioids partnership Working Groups from NIH. As 
we discussed on Thursday, we need to convene a meeting asap to lay out a proposed governance 
structure and related next steps for the partnership, with appropriate NIH policy input. Can you please 
give me your input on whom should be invited to this meeting so Cheryl can start working the 
calendars? Myself, Mike Biarnes, and Joe Menetski will attend from FNIH. 


Also would appreciate your input on venue. We are happy to host a meeting here at FNIH (our offices 
are convenient to the main NIH campus and other offices as we are two blocks south of White Flint 
metro at 11400 Rockville Pike) or we can do on NIH campus if you would prefer, and can find us a room. 


Thanks, David 


Nora Volkow — NIDA 

Walter Koroshetz — NINDS 

Linda Porter — NINDS 

Chris Austin and/or Christine Colvis — NCATS 
Jack Stein - NIDA 

Rebecca Baker - NIH 


Optional Co-Chairs 
Clinton Wright — NINDS 
Dave Thomas — NIDA 
Michael Oshinsky - NINDS 


Do you think that it would beneficial to have FDA represented at this meeting as well? 


Thanks, 
Mike 


Michael Biarnes 

Scientific Project Manager 

Foundation for the National Institutes of Health 
(301) 594-2612 


fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 
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From: Wholley, David (FNIH) [T] 


Sent: Thu, 21 Dec 2017 20:11:32 +0000 

To: Collins, Francis (NIH/OD) [E];Baker, Rebecca (NIH/OD) [E] 
Subject: Fw: Summary of the summit meeting 

Attachments: FNIH PPP Update for BMAC final draft 12-20-17.wwc.docx 


Fyi | will look at this and send back to Rich in an hour or so unless | see something that could 
cause concern. 
Sent from my BlackBerry 10 smartphone. 


From: Moscicki, Richard <rmoscicki@phrma.org> 
Sent: Thursday, December 21, 2017 2:36 PM 
To: Wholley, David (FNIH) [T] 

Subject: Summary of the summit meeting 


Hi David, attached are some minor changes in the document. If you are ok with them, we will send to 
BMAC after legal review. Rich. 
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From: Wholley, David (FNIH) [T] 

Sent: Tue, 28 Nov 2017 21:08:27 +0000 

To: Collins, Francis (NIH/OD) [E];Tabak, Lawrence (NIH/OD) [E];Volkow, Nora 
(NIH/NIDA) [E];Koroshetz, Walter (NIH/NINDS) [E];Stein, Jack (NIH/NIDA) [E];Porter, Linda (NIH/NINDS) 
[E];Wolinetz, Carrie (NIH/OD) [E];Baker, Rebecca (NIH/OD) [E] 


Ce: Biarnes, Michael (FNIH) [T];Menetski, Joseph (FNIH) [T] 
Subject: Opioids Face-to-Face Meeting Invitation 

Attachments: Partnership on Opioid and Pain - F2F Invitation List.xlsx 
Dear All- 


This is regarding the December 12-13 face to face. Can you please see below and let us know asap: 

1. is the planned title for this meeting notice OK with you? | know we are still all thinking about a 
name for the partnership, but need to get the invitation out now 

2. Is the summary description of the content appropriate? It needs to be short; wording is adapted 
from the latest document Rebecca sent to PhrMA. Note | have added an “asset repurposing” 
topic under pain 

3. Can you please look over the attached attendee list and let us know any changes/additions? 
N.B. the guest list stands at 95 people currently. 


We really need your feedback asap, preferably this evening (we can send out additional invitations a bit 
later if needed of course). Please copy Mike Biarnes on your replies. 
Thanks, David 


From: Biarnes, Michael (FNIH) [T] 

Sent: Monday, November 27, 2017 1:42 PM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Cc: Menetski, Joseph (FNIH) [T] <jmenetski@fnih.org> 
Subject: Opioids Face-to-Face Meeting Information 


Hi David, 
As discussed, we are working to send out the face-to-face meeting registration information to all 


members of Focus Area 1 and 2 today or tomorrow. |n order to do so, a few items need to be finalized 
for the registration website: 


© Title of the Partnership -[) SS 
* Meeting Overview (Suggested language below) 
e Invitation list (compiled FA 1 and FA 2 list attached) 


©) 


Please let me know your thoughts so that we can finalize these items and get the registration 
information sent out to all of the working group members. 


Thanks, 
Mike 


Draft Meeting Overview for the Registration Site: 


NIH - 006675, 


We’ve moved! Please find our new address below. 
Michael Biarnes 

Scientific Project Manager 

Foundation for the National Institutes of Health 

(301) 594-2612 

fnih.org 

11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


The FNIH is the #1 ranked biomedical research charitable organization & earned a 4-star rating from 
Charity Navigator. 
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From: Wholley, David (FNIH) [T] 

Sent: Wed, 18 Apr 2018 22:41:46 +0000 

To: Melencio, Cheryl (FNIH) [T];Canet-Aviles, Rosa (FNIH) [T];Hoffmann, Steve 
(FNIH) [T];Kamphaus, Tania (FNIH) [T];Collins, Francis (NIH/OD) [E];Tabak, Lawrence (NIH/OD) 
[E];Gadbois, Ellen (NIH/OD) [E];Singh, Jyoti (NIH/OD) [E];Wood, Gretchen (NIH/OD) [E];Burrus-Shaw, 
Cyndi (NIH/OD) [E];NIHDirectorMeetings;McManus, Ayanna (NIH/OD) [E];Menetski, Joseph (FNIH) 
[T];Morgan, Emily (FNIH) [T];Di Mantova, Emma (NIH/OD) [E] 

Subject: RE: AMP Pre-Call 

Attachments: AMP EC Slides April 25 - DRAFT.pptx, 2018-02-23_ AMP EC Teleconference 
minutes final draft.docx, Copy of AMP EC Attendance April 27 2018.xIsx 


Attached please find the materials for tomorrow afternoon’s AMP EC Pre-Call: draft slide set for the 
April 25 EC call, draft minutes from our last AMP EC meeting in February, and the latest attendee 
response listing. | look forward to the discussion. David 
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| Upcoming EC meetings 


m Next MeetingAMP EEC: Friday, June 29 from 7:00 am — 8:30 
am 
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Foundation for the National Institutes of Health (FNIH) 
Accelerating Medicines Partnership (AMP) 
Executive Committee (EC) 
Teleconference Meeting Minutes 


Friday, February 23, 2018 
7:00 — 8:00 a.m. ET 


Participants 

Rosa Canet-Avilés (FNIH), Bob Carter (NIH/NIAMS), Francis Collins (NIH), Mikael Dolsten (Pfizer), Tanya Fischer 
(Sanofi), Ellen Gadbois (NIH), Richard Hodes (NIH/NIA), Steve Hoffmann (FNIH), Tania Kamphaus (FNIH), 
Walter Koroshetz (NIH/NINDS), Jan Lundberg (Lilly), Suzana Petanceska (NIH/NIA), Griffin Rodgers 
(NIH/NIDDK), Laurie Ryan (NIH/NIA), Susana Serrate-Sztein (NIH/NIAMS), Jyoti Singh (NIH), Phil Smith 
(NIH/NIDDK), Paul Stoffels (J&J), Marg Sutherland (NIH/NINDS), Larry Tabak (NIH), Melissa Thomas (Lilly), 
David Wholley (FNIH) 
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Name 

Berlyne, Debby (science writer) 
Canet-Aviles, Rosa (FNIH) [T] 
Carter, Robert (NIH/NIAMS) [E] 
Collier, David 

Collins, Francis (NIH/OD) [E] 
Dolsten, Mikael 

Fischer, Tanya 

Gadbois, Ellen (NIH/OD) [E] 
Hodes, Richard (NIH/NIA) [E] 
Hodge, Martin 
Hoffmann, Steve (FNIH) [T] 
Kamphaus, Tania (FNIH) [T] 

Katz, Stephen |. (NIH/NIAMS) [E] 
Koroshetz, Walter (NIH/NINDS) [E] 
Lifton, Richard 
Lundberg, Jan 
Melencio, Cheryl (FNIH) [T] 
Menetski, Joseph (FNIH) [T] 
Paltoo, Dina (NIH/OD) [E 
Petanceska, Suzana (NIH/NIA) [E] 
Rodgers, Griffin (NIH/NIDDK) [E] 

Ryan, Laurie (NIH/NIA) [E] 
Serrate-Sztein, Susana (NIH/NIAMS) [E] 
Singh, Jyoti (NIH/OD) [E] 

Smith, Philip (NIH/NIDDK) [E] 

Stoffels, Paul 

Sutherland, Margaret (NIH/NINDS) [E] 
Tabak, Lawrence (NIH/OD) [E] 

Terry, Sharon 

Thomas, Melissa 

Wholley, David (FNIH) [T] 


Attendance 

Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Meeting Organizer 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
Required Attendee 
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Response 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Accepted 
Tentative 
Accepted 
Declined 
None 
Accepted 
Accepted 
None 
Accepted 
None 
None 
Accepted 
Accepted 
Accepted 
Accepted 
None 
Tentative 
Accepted 
Accepted 


From: Wholley, David (FNIH) [T] 


Sent: Wed, 18 Apr 2018 15:20:00 +0000 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: Brief report on Hever meeting 
Francis: 


Just curious whether there was any specific feedback on 1) AMP T2D portal getting access to the IMI 
SUMMIT study data and 2) discussion of whether the T2D knowledge portal should be extended to other 
disorders —and whether there are any concrete action items for me to follow those up. We have our 
AMP EC pre-call tomorrow (slides will be out shortly), so fine if you want to wait till then to discuss. 


From; Collins, Francis (NIH/OD) [E] 
Sent: Monday, April 16, 2018 6:01 PM 
To: Tabak, Lawrence (NIH/OD) [E] NO; wolinetz, Carrie (NIH/OD) [E] 
PG Burklow, John (NIH/OD) [E]/ PG; Hallett, Adrienne 
(NIH/OD) [E]/ 9G; wholley, David (FNIH) [T] <dwholley@fnih.org>; Eiss, Robert 
(NIH/FIC) [EG Glass, Roger (NIH/FIC) [E] SP GG>; Dishman, Eric 
(NIH/OD) [E]/ 6) Devaney, Stephanie (NIH/OD) (E]/ ss we@>; 
Volkow, Nora (NIH/NIDA) [E]/ SG; Koroshetz, Walter (NIH/NINDS) [E] 

; Sharpless, Norman (NIH/NCI) [E] yy yyee 


Doroshow, James (NIH/NCI) [E] oe 
Ce: Austin, Christopher (NIH/NCATS) [E] [l= OKO)> 


Subject: Brief report on Hever meeting 


Hi all, 


| attended part of the 23" annual Hever meeting in NYC this weekend, where the heads of R&D of the 
largest biopharmaceutical companies gathered to discuss common interests. I’ve been invited to this 
meeting for the last seven years, and it has provided a good venue for initiating collaborations and 
partnerships. AMP got started here. PACT got a big boost, and the opioids partnership was a major 
topic of discussion last year. 


| was only able to be present for Saturday morning, but Chris Austin represented NIH for the rest of the 
meeting (I'll leave it to him to share notes on those items if appropriate). | was asked to summarize no 
less than five topics in 75 minutes, including discussion. | used the attached ppt file. As each of you 
have important roles in one or more of these projects, I’m sending this around as a quick summary of 
the discussion. Because of Chatham House rules | am not naming names. 


* AMP — Hever members are generally quite happy with how this project, launched in Feb. 2014, 
has gone. The possibility of AMP 2.0 was well received, but no definite commitments. The main 
questions were about the new project on Parkinson’s disease — Q; will this help identify 
subsets? A: yes. Q: Will the study include use of wearable sensors? A: Likely yes. David 
Nicholson (Allergan) spoke to me at the break, wanted to know more about the PD project, will 
be reaching out to me or Walter K. 

© PACT — Most of the 12 companies that are partnering on PACT were there and seem happy with 
the way the project is taking shape. Questions were raised about how PACT could involve 


NIH - 006726 


diagnostic companies. There was also an exhortation from one leader about pushing for early 
data release, even before the 6 months traditional embargo. 

Opioids - The NIH Director’s statement about not accepting cash from industry had been issued 
the day before, and many Hever members had already seen it. There was some general hand- 
wringing from companies that have played no role in the current crisis about why they should 
be tarred with the same brush as those facing litigation. | expressed sympathy but explained 
why we had to follow the recommendations from ACD and FNIH. | was urged to meet as soon 
as possible with the CEOs on the BMAC, in order to keep that relationship solid. After some 
kvetching, the Hever members moved on to agree that a partnership would still be appropriate 
and valuable. They noted that this new arrangement would free up NIH to use its usual 
competitive mechanisms when appropriate. | urged them to complete the survey of assets. 
There was a very brief discussion of how to attach financial value to assets. Since we at NIH are 
no longer interested in having these add up to a certain dollar contribution (as compared to IMI, 
where this is a very big deal), | thought they might not be so concerned — but apparently they 
will still want to do this (tax reasons?), and the comment was made that “asset valuation needs 
to survive internal audit”. 

Coalition for African Research and Innovation (CARI) — Paul Stoffels (now serving as Hever chair) 
had commissioned a Dalberg survey on clinical trial capacity in Africa, and that had been 
discussed the day before on a conference call with several of the companies. So that drove the 
discussion. It’s clear that Dalberg had rather incomplete data, especially on Francophone 
countries. Paul agreed to carry the ball on next steps for industry’s role with CARI; there was 
general enthusiasm for the idea of creating a network of the “tier 1” institutions, to try to 
develop better standards and overall capacity. The regulatory challenges of working in Africa 
were also mentioned repeatedly. 

All of Us— The Hever members have not been tracking this closely, and were interested and 
intrigued to see how far the beta test has come. The discussion focused on how this could be a 
really useful platform for rapid enrollment and the ability to carry out real world trials. 


That’s kind of it from me. Chris, please add anything I’ve missed. 


Francis 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 13 Apr 2018 02:19:22 +0000 

To: Collins, Francis (NIH/OD) [E];Pelis, Kim (NIH/OD) [E];George, Jill (NIH/OD) 
{E];Eiss, Robert (NIH/FIC) [E];Austin, Christopher (NIH/NCATS) [E] 

Subject: RE: Hever agenda 


Francis, here are some suggested questions for you to choose from. 


AMP: 


PACT: 


Opioids Partnership: 


David 


From: Collins, Francis (NIH/OD) [E] 
Sent: Wednesday, April 11, 2018 3:48 PM 
To: Wholley, David (FNIH) [T] <dwholley@fnih.org>; Pelis, Kim (NIH/OD) (Too 
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George, Jill (NIH/OD) [€] [NAG Eiss, Robert (NIH/FIC) [E] Oo 
Austin, Christopher (NIH/NCATS) [E]/ Oo 


Subject: RE: Hever agenda 


Thanks, David. To start the discussions, | will need to pose questions to Hever about each of the topics. 


Care to suggest questions for AMP, PACT, and opioids/pain PPP? 


FC 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, April 11, 2018 10:24 AM 

To: Collins, Francis (NIH/OD) [EJ Pelis, Kim (NIH/OD) [E] [LIP yae 
George, Jill (NIH/OD) [E] (NG Ess, Robert (NIH/FIC) [E][ @ 


Subject: RE: Hever agenda 
Francis, 


Great news. Have we given you everything you need for this from our end? BTW, | will have blackberry 
on Friday evening and Saturday morning in case you have questions, and if you need to call my cell is 


(PBS Hope it goes well! 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, April 11, 2018 5:59 AM 

To: Pelis, Kim (NIH/OD) [€] NG; George, Jill (NIH/OD) (E] OE Eiss, 
Robert (NIH/FIC) [E] (9 G@>; Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: FW: Hever agenda 


From: Jill Payne [mailto:jill@ptbusinessgroups.com] 

Sent: Wednesday, April 11, 2018 5:50 AM 

To: Collins, Francis (NIH/OD) [E] <9) 9G ‘mo Paul Stoffels' <pstoffe4 @its.jnj.com> 
Ce: 'Prof Trevor M Jones CBE FMedSci' <trevor.m.jones@btinternet.com>; Austin, Christopher 
(NIH/NCATS) [E] (NO; geoff@ptbusinessgroups.com 

Subject: RE: Hever agenda 


Dear Dr Collins 


| have updated the agenda to give you another half hour by cutting 15 minutes of the morning break 
and lunch. | hope that this is sufficient time for you. 


Kind regards 


Jill Payne 
On behalf of Hever 
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Email: jill@ptbusinessgroups.com 
Col: TO 


This email and the information it contains, is for the sole use of the address(s) only and may contain privileged or confidential 
information. Unauthorised use, disclosure, copying or transferring by any meansis strictly prohibited. If you are not the 
addressee and are in possession of this e-mail, please delete it from your system(s) and notify us immediately. Under the Data 
Protection Act (1998) we draw your attention to the fact that distributing, publishing or reproducing e-mails that have been 
inadvertently received is strictly prohibited. The sender stakes no responsibility for any errors and error omissions. Copyright 
2018 Europharm Management Education Ltd —All Rights Reserved 


From: Collins, Francis (NIH/OD) [E] yee 

Sent: 11 April 2018 00:03 

To: MD Paul Stoffels 

Cc: Jill Payne; Prof Trevor M Jones CBE FMedSci; Austin, Christopher (NIH/NCATS) [E] 
Subject: Hever agenda 


Hi Paul, 


I’ve been preparing for the “NIH update” session at Hever 23 this coming Saturday morning — and I’m 
concerned that the assigned 45-minute time slot may make it very difficult to turn this into a productive 
segment with appropriate time for discussion. As per the agenda (attached), | am to discuss AMP 
{including four sub-projects), the PACT public-private partnership on cancer immunotherapy, the 
opioids/pain PPP that was birthed last year at Hever, and the Coalition for African Research and 
Innovation (CARI) that will have new information from Friday's inventory call. | also think it’s critical for 
me to give a quick heads up to the Heverites about the imminent launch of the All of Us million-person 
American cohort, given its potential to revolutionize clinical trial enrollment. That makes five meaty 
topics, for all of which there are timely questions for discussion that | had hoped to tee up. 


With apologies for asking so late in the game, is there any chance that more time could be assigned to 
this session? 


Thanks for considering, 


Francis 


This email has been scanned by iomartcloud. 
http://www.iomartcloud.com 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 16 Apr 2018 15:09:56 +0000 
To: Collins, Francis (NIH/OD) [E] 
Subject: RE: Materials for the PACT NIH/NCI Update - April 17th 


Just wondering how Hever went... 


From: Collins, Francis (NIH/OD) [E] 
Sent: Sunday, April 15, 2018 5:54 PM 
To: Adam, Stacey (FNIH) [T] <sadam@fnih.org>; Sharpless, Norman (NIH/NCI) [E] 
; Doroshow, James (NIH/NCI) [E] yy O@>; Baker, 
Rebecca (NIH/OD) [E] 


Cc: McManus, Ayanna (NIH/OD) [E]/ GG; wood, Gretchen (NIH/OD) [E] 
(PPG sapaula, Tessa (NIH/NCI) (C]/ 7 Gpak, Hannah (NIH/NCI) 
{E) 5G; Peterson-Klaus, Jenny (FNIH) [T] <jpeterson-klaus@fnih.org>; Wholley, 
David (FNIH) [T] <dwholley@fnih.org>; Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 

Subject: RE: Materials for the PACT NIH/NCI Update - April 17th 


Looks like a good plan to me. 


FC 


From: Adam, Stacey (FNIH) [T] 

Sent: Friday, April 13, 2018 4:30 PM 

To: Collins, Francis (NIH/OD) [E] 9G Sharpless, Norman (NIH/NCI) {E] 
(EAANNNNGS>; Doroshow, James (NIH/NC!) [£] INO; Baker, 
Rebecca (NIH/OD) [E] 


i ee 
Ce: McManus, Ayanna (NIH/OD) [E]/ 6 wood, Gretchen (NIH/OD) [E] 
(EPG; Sapaula, Tessa (NIH/NCI) (C] | @@>; Pak, Hannah (NIH/NCI) 
{EB} 9); Peterson-Klaus, Jenny (FNIH) [T] <jpeterson-klaus@fnih.org>; Wholley, 
David (FNIH) [T] <dwholley@fnih.org>; Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 
Subject: Materials for the PACT NIH/NCI Update - April 17th 


Dear NIH and NCI PACT Colleagues, 

Thank you so much for working with us to arrange a new time for our usually monthly update. 

Given we have moved this meeting up so it takes place before our first PACT quarterly EC call, we 
thought it would be best to focus our discussion on Tuesday evening on the agenda (and if needed the 
slides) for the EC meeting planned for Thursday night (April 19) from 7-8 pm ET. We thought it would be 
best to get this team’s thoughts on the agenda before we distributed it to the wider group. 

The agenda and the suggested slides are attached to this email for your review. Please let us know if 


you have any suggestions ahead of our meeting on Tuesday. Otherwise, we can discuss them on the 
call. 
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Also, please let us know if you have any other topics you feel we need to address in our Tuesday 
meeting other than the EC meeting. We would be happy to add them to our discussion plans. 


As always, if you have any questions, please do not hesitate to reach out to David or myself. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Scientific Program Manager, Cancer 

Foundation for the National Institutes of Health 

Direct: (301) 435-8364 | Mobile: (301) 318-8310 
fnih.org 

11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


2017 Gold Stevie Award Winner for Organization of the Year 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 16 Apr 2018 17:09:27 +0000 

To: Koroshetz, Walter (NIH/NINDS) [E];Volkow, Nora (NIH/NIDA) [E] 

Ce: Baker, Rebecca (NIH/OD) [E];Collins, Francis (NIH/OD) [E];Melencio, Cheryi 
(FNIH) [T];Menetski, Joseph (FNIH) [T];8iarnes, Michael (FNIH) [T] 

Subject: RE: Opioids Governance Discussion 

Thanks, Walter. 


From: Koroshetz, Walter (NIH/NINDS) [E] 
Sent: Monday, April 16, 2018 1:07 PM 
To: Wholley, David (FNIH) [T] <dwholley@fnih.org>; Volkow, Nora (NIH/NIDA) [E] 


Cc: Baker, Rebecca (NIH/OD) [E] AG; collins, Francis (NIH/OD) [E] 
PYG; Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org>; Menetski, Joseph (FNIH) [T] 
<jmenetski@fnih.org>; Biarnes, Michael (FNIH) [T] <mbiarnes@fnih.org> 

Subject: RE: Opioids Governance Discussion 


harks i. lll) 
DO Others as schedule allows. Locations all good for me. 


walter 


From: Wholley, David (FNIH) [T] 

Sent: Monday, April 16, 2018 12:31 PM 

To: Volkow, Nora (NIH/NIDA) [E] 9 @G; Koroshetz, Walter (NIH/NINDS) [E] 
aE 


Cc: Baker, Rebecca (NIH/OD) [E] OG; collins, Francis (NIH/OD) [E] 

|; Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org>; Menetski, Joseph (FNIH) [T] 
<jmenetski@fnih.org>; Biarnes, Michael (FNIH) [T] <mbiarnes@fnih.org> 
Subject: FW: Opioids Governance Discussion 


Dear Walter and Nora: 


Please see the list of folks who were involved in the opioids partnership Working Groups from NIH. As 
we discussed on Thursday, we need to convene a meeting asap to lay out a proposed governance 
structure and related next steps for the partnership, with appropriate NIH policy input. Can you please 
give me your input on whom should be invited to this meeting so Cheryl can start working the 
calendars? Myself, Mike Biarnes, and Joe Menetski will attend from FNIH. 


Also would appreciate your input on venue. We are happy to host a meeting here at FNIH (our offices 
are convenient to the main NIH campus and other offices as we are two blocks south of White Flint 
metro at 11400 Rockville Pike) or we can do on NIH campus if you would prefer, and can find us a room. 


Thanks, David 
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Nora Volkow — NIDA 

Walter Koroshetz — NINDS 

Linda Porter — NINDS 

Chris Austin and/or Christine Colvis — NCATS 
Jack Stein - NIDA 

Rebecca Baker - NIH 


Optional Co-Chairs 
Clinton Wright — NINDS 
Dave Thomas — NIDA 
Michael Oshinsky - NINDS 


Do you think that it would beneficial to have FDA represented at this meeting as well? 


Thanks, 
Mike 


Michael Biarnes 

Scientific Project Manager 

Foundation for the National Institutes of Health 
(301) 594-2612 


fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


2017 Gold Stevie Award Winner for Organization of the Year 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 9 May 2018 18:37:51 +0000 

To: Collins, Francis (NIH/OD) [E];Nicholson_David 

Ce: Canet-Aviles, Rosa (FNIH) [T];Melencio, Cheryl (FNIH) [T] 
Subject: RE: Parkinson's Disease 

Attachments: AMP PD summary update for Allergan 5-9-18.pdf 

Hi David, 


Frances had let me know of your interest and it so happens | was just about to email you. Attached is a 
two-page executive summary of the AMP Parkinson’s Disease initiative, including updated overview of 
the science, partners involved, budget, and governance. We would be happy to set up a follow on call 
with you and any of your team with one of both of the Steering Committee co-chairs to go into this in 
more detail and answer any questions. | am copying our Program Manager for Neuroscience, Rosa 
Canet-Aviles, and my admin assistant, Cheryl Melencio, who can assist with scheduling. 


Regards, 
David Wholley 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, May 9, 2018 1:30 PM 

To: Nicholson_David <David.Nicholson@Allergan.com> 
Cc: Wholley, David (FNIH) [T] <dwholley@fnih.org> 
Subject: Re: Parkinson's Disease 


Hi David, 

Thanks for your follow up message. I’m looping in David Wholley, who is the project manager for AMP- 
PD, and he can fill you in. 

Best, Francis 


Sent from my iPhone 
On May 9, 2018, at 1:22 PM, Nicholson_David <David.Nicholson@Allergan.com> wrote: 


Frances, 

As | hope you will recall we met at the Hever meeting in New York. | will would like to follow up 
regarding your Parkinson’s disease initiative, could you point me in the right direction, please. 

David 

This e-mail, including any attachments, is meant only for the intended recipient of the transmission, and 
may be a confidential or privileged communication. If you received this e-mail in error, any review, use, 
dissemination, distribution, or copying of this e-mail is strictly prohibited. Please notify us immediately 
of the error by return e-mail and please delete this message from your system. Thank you in advance for 
your cooperation. 
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Accelerating Medicines Partnership Parkinson’s Disease Program 


The Accelerating Medicines Partnership (AMP) in Parkinson’s Disease (PD) is a proposed partnership 
between the National Institutes of Health (NIH), industry partners and non-government organizations 
with the overall goal to identify and validate diagnostic, prognostic, progression and predictive biomarkers 
for PD. Projected outcomes include improvements in clinical trial design, better patient stratification, the 
ability to monitor disease progression, and the potential to identify new pathways for therapeutic 
development. 


Beginning in June 2016 a group of scientific experts in the field from the NIH, five life sciences companies, 
the Michael J. Fox Foundation (MJFF), FDA, and several academic medical research centers were convened 
by the FNIH to create a “white paper” outlining a summary research plan as a basis for making initial 
investments in the partnership. Six initial research partners, including the National Institute for 
Neurological Disorders and Stroke (NINDS) at NIH, Celgene, GlaxoSmithKline, MJFF, Pfizer, Sanofi, and 
Verily (Alphabet Inc.'s research organization devoted to the study of life sciences) agreed in early 2017 to 
proceed with plans to fund an AMP PD project. The group subsequently met in June 2017 to revise the 
white paper into a detailed research plan and form an AMP PD Steering Committee that is organized by 
the FNIH to oversee the implementation of the AMP PD research plan. 


AMP PD takes advantage of already existing longitudinal PD cohort studies including; the MJFF’s 
Parkinson’s disease Progression bioMarker Initiative (PPMI), the NINDS’s Parkinson’s Disease Biomarkers 
Program (PDBP), the MJFF/NINDS BioFIND cohort, and the Harvard Biomarkers Study (HBS) cohorts. 
These cohorts have extensive associated clinical data and state-of-the-art longitudinal biobanks. 
Collectively, the PPMI, PDBP, HBS, and BioFIND cohorts represent a coordinated approach to clinical data 
and biosample collection with a total of 2,058 PD cases and 1,709 healthy controls at baseline and an 
overall biorepository collection of 3313 CSF samples, 15,530 RNA samples, 10,392 plasma samples, and 
4,000 DNA samples. 


The AMP PD research plan is divided into three parts (Figure 1): 

Stage 1 will focus on: 1) development of the AMP PD Knowledge Platform; 2) integration of existing WGS 
followed by RNA seq of the datasets within this platform; 3) harmonization of clinical data across the 
cohort studies; 4) whole transcriptomic RNA seq analysis of over 3,300 RNA samples from PDBP and 
BioFIND cohorts; and 5) release of an NIH funding announcement to promote the analysis of data within 
the AMP PD Knowledge Platform. 

Stage 2 will enable the development and integration of proteomics and metabolomics datasets into the 
AMP PD Knowledge Platform with the use of an adaptive design that is sensitive to advances in 
technology and inclusive of common discovery and replication cohorts for platform validation. As of our 
most recent face to face meeting in March of 2018, the AMP PD Steering Committee voted on moving 
forward with a exRNA pilot study of matched CSF and plasma samples from BioFIND. Regarding 
proteomics platforms, the AMP PD Steering Committee has agreed to use the SOMAscan platform to 
analyze 240 CSF Biofind samples and solicit applications for large scale untargeted analyses using data 
independent MS (SWATH) on 2204 CSF longitudinal samples from the PPMI, PDBP, and HBS cohorts. 
Stage 3 provides the opportunity for further -omics analysis using either validated platforms from Stage 
2 or analytical platforms that capture emerging technologies. Throughout the 5 years of AMP PD. 
opportunities for data analysis and disease modeling will be supported through NIH grants and 
cooperative agreements or FNIH contracts as appropriate. Data derived during all phases of AMP PD 
will be available through the AMP PD Knowledge Platform developed by Verily. This data platform will 
provide unprecedented access to large PD -omics datasets, where analytical data pipelines will be 
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synchronized with other large-scale NIH data efforts to further support broad data sharing and analysis, 


beyond AMP PD. 
Stagel Stage2 
$2.6-3.6M $8-12M 
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Figure 1: Diagram of AMP PD phases including components of each phase, timeline for each phase and estimated 
costs. HG (Human genome), CF (Common Fund) 


The costs for the entire five-year project are estimated at $24 M over 5 years. The NIH currently plans to 
contribute $12 million of the total to support biomarker platform data generation and support for data 
entry, quality control and harmonization, including data storage and compute costs. Each of the five 
partners participating in AMP PD is contributing an equivalent of $400K/year for 5 years ($2 million 
total over 5 years in in-kind platform development from Verily, and $10 million over 5 years in cash 
from the other five private sector funders). |n the event additional funds are offered a number of 
potential “buy-up” options, subject to the vote of the entire Steering Committee, have been identified to 
enhance the power and robustness of the biomarkers analyses. These include: 1) additional baseline 
assays (CSF and plasma) 2) longitudinal follow-up assays (at 12 months) for both discovery and replication 
of initial results, and 3) additional longitudinal assays (total CSF and plasma) . 


Should Allergan be interested in joining AMP PD, the partners would request an equivalent contribution 
of $2M over 5 years ($400,000 per year) with the first year’s payment requested by Q3 2018. 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 11 Oct 2017 16:15:22 +0000 

To: Myles, Renate (NIH/OD) [E];Collins, Francis (NIH/OD) [E] 

Ce: Baker, Rebecca (NIH/OD) [E];Burklow, John (NIH/OD) [E];Adam, Stacey (FNIH) 
[T];Meltzer, Abbey (FNIH) [T] 

Subject: RE: PLEASE REVIEW FINAL RELEASE 

Attachments: DRAFT_Release_PACT_10.6.17_ASPA Clearance V2dw.docx 


Here are my changes (in blue). Our comms person has also looked at this. 


David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 
(301) 594-6343 

fnih.org 


Learn more about the FNIH in our 2016 Annual Report: fnih.org/AnnualReport 


From: Myles, Renate (NIH/OD) [E] 

Sent: Wednesday, October 11, 2017 11:33 AM 

To: Collins, Francis (NIH/OD) [E] 999 wholley, David (FNIH) [T] <dwholley@fnih.org> 
Cc: Baker, Rebecca (NIH/OD) [E]{ 1G; Burklow, John (NIH/OD) [E] 
Sea, 


; Adam, Stacey (FNIH) [T] <sadam@fnih.org> 
Subject: PLEASE REVIEW FINAL RELEASE 
Importance: High 


Hi Francis and David: 

Attached is the final release that is marked up with company input. I'm still waiting for Hargan’s quote, 
but would you confirm that the numbers are accurate? We plan to reproduce these for the press packs 
this afternoon. 


Thanks, 
Renate 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 23 Apr 2018 13:41:27 +0000 

To: MEULIEN Pierre ( IMI) 

Ce: Collins, Francis (NIH/OD) [E];Stoffels, Paul [JJCUS] 
Subject: SUMMIT data and the AMP T2D Knowledge Portal 
Dear Pierre: 


We have not formally met, but | am very much looking forward to doing so at our panel discussion at 
BIO in June. | am writing meanwhile to ask for any help you may be able to give in making genetic and 
phenotypic data from an IMI project called SUMMIT able to be searched by the global research 
community through the AMP Type 2 Diabetes Knowledge Portal. | am copying Paul Stoffels given his 
role in both IMI and the AMP Executive Committee, as well as Francis Collins. 


As you may have heard at the recent Hever meeting, the Knowledge Portal is an open access genetic 
database that is broadly available to academic and industry researchers interested in studying diabetes 
and complications associated with the disease. It was originally developed in collaboration with the 
Broad Institute of Harvard and MIT as part of the Accelerating Medicines Partnership. The portal has 
integrated genetic data (GWAS, exome chip, whole exome) from over 30 datasets, nine of which are 
sharing data at the individual level. Individual level datasets can be queried, with results returned to the 
user, but the source data cannot be directly accessed or downloaded. In an effort to accommodate 
European investigators who may wish to contribute data, AMP has implemented a federated version of 
the Knowledge Portal at the European Bioinformatics Institute (EBI) that allows data to remain within 
the EU while being available for querying across the globe. Over the last two years, the portal has 
evolved to include sophisticated tools for analyzing data and is continually enriched by regular infusion 
of datasets through outreach to the community. Continued development of the portal is guided by an 
AMP T2D Steering Committee that includes representatives from NIH/NIDDK, Janssen, Lilly, Merck, 
Pfizer, and Sanofi, who also committed to a plan to sustain its availability for the next 5-6 years. 


A key dataset of interest since the first release of the portal has been the data from the IMI “SUMMIT” 
study. As you probably know, SUMMIT (SUrrogate markers for Micro- and Macro-vascular 

hard endpoints for Innovative diabetes Tools) was a six-year, €32M IMI initiative that launched in 
November 2009 and concluded in 2016-17. SUMMIT aimed to identify markers that predict the risks of 
developing diabetes chronic micro- and macro-vascular complications with focus on diabetic 
nephropathy, diabetic retinopathy, and cardiovascular disease. Partners included academic research 
centers in Scandinavia, the UK, Italy and Germany, and industry partners Roche, Pfizer, Boehringer 
Ingelheim, AstraZeneca, Lilly, and Sanofi. The six “work packages” included genetics, imaging, multiple - 
omics, and animal model approaches to investigating markers, as well as training of young investigators. 


A significant component involved genetic studies of complications of Type 1 and Type 2 diabetes using 
GWAS data contributed from partners, new GWAS studies conducted by SUMMIT (the “largest to 
date”), anda “first ever” exome study in diabetes. Apparently a particular strength of SUMMIT was its 
careful phenotyping: a lot of thought went into choosing cases and controls, particularly exclusion 
criteria. 


Summary data from SUMMIT is already included in the AMP T2D portal. Making the individual level 


SUMMIT datasets available through the AMP T2D portal so they can be effectively queried (but not 
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downloaded) in conjunction with already-available T2D and complications data would obviously be a 
win for entire diabetes research community, including of course many company researchers. Our 
understanding is that SUMMIT data is stored at the data coordinating center at Lund University in 
Sweden, but it has been difficult to determine whose approvals would be needed for sharing it because 
when SUMMIT concluded so apparently did all contractual arrangements associated with the research, 
with the result that there seems to be no clear data owner and no clear legal/administrative path to 
access it. Mark McCarthy (Oxford), Julia Brosnan (Pfizer), and Melissa Thomas (Lilly) met with Leif 
Group, the SUMMIT PI, back in 2014 to discuss this possibility when AMP was launched, but it was too 
early in either initiative to conclude anything. There was an additional meeting with some of the 
SUMMIT investigators at EASD in 2015 where they seemed quite willing to share once the initiative was 
concluded, but said they had no power to authorize sharing. Assuming there is still willingness to share 
the SUMMIT data, it appears some effort by the initial SUMMIT funding partners and/or the central IMI 
administration might be needed to make this happen, given the apparent lack of a clear “owner” for the 
data. 


| am hopeful that you might agree that integrating the SUMMIT data into the AMP T2D Portal could be 
an effective means of preserving and maximizing IMI’s substantial investment in SUMMIT over the 
years. If so, It would be greatly appreciated if you could assist us in understanding whether sharing the 
would be feasible and could facilitate the process to do so. Please note that the AMP T2D Steering 
Committee would be willing to consider a reasonable level of funding to support data transfer and 
integration, given that the interest in broadening the types of data on complications and conditions 
related to T2D among the AMP T2D partners is considerable at this point. However, there is also 
understandable concern that the scope of data shared be of sufficient scale to justify the time and 
expense—i.e., sharing one small dataset is unlikely to be of interest. 


Thanks you for considering this request. Please let me know if you need any additional information, and 
anything | can do to help follow up. 


Regards, 
David 


David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 
(301) 594-6343 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


2017 Gold Stevie Award Winner for Organization of the Year 
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From: Wholley, David (FNIH) [T] 


Sent: Tue, 17 Apr 2018 22:26:09 +0000 
To: Collins, Francis (NIH/OD) [E] 
Subject: Very quick question 


Should | include NCATS in the opioid partnership NIH "governance/reset" meeting | am 
convening? | included names on the list | circulated to Walter and Nora but no comment from 
them on that aspect (not surprising in retrospect, probably not their question)..Thanks 


Sent from my BlackBerry 10 smartphone. 
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From: Wholley, David (FNIH) [T] 

Sent: Wed, 14 Mar 2018 18:20:31 +0000 

To: Collins, Francis (NIH/OD) [E];Sharpless, Norman (NIH/NCI) [E];Doroshow, James 
(NIH/NCI) [E];axel.x.hoos@gsk.com;thomas.hudson @abbvie.com;perez.edith@gene.com;Pazdur, 
Richard (FDA/OC);Marks, Peter (FDA/CBER);Roach, Nancy 


Ce: Adam, Stacey (FNIH) [T];Peterson-Klaus, Jenny (FNIH) [T];Melencio, Cheryl 
(FNIH) [T] 

Subject: Welcome to the PACT Executive Committee; Ballot for Joint Steering Committee 
Industry Co-Chair [Action Requested] 

Attachments: JSC Co-Chair Ballot_ PrivatePartner_vF_update7.doc, PACT JSC Compiled Bios w 


CVs 03062018.pdf, PACT EC Roster and Description_vF.pdf, PACT JSC Roster and Description_vF.pdf 


Dear PACT Executive Committee members, 


Welcome to the PACT Executive Committee, and thank you for agreeing to be part of this exciting 
partnership! We are actively seeking atime slot for our first Committee teleconference. Stacey Adam 
and Jenny Peterson-Klaus will be supporting me here at FNIH in managing PACT and have already been 
in contact with your offices to get this first meeting and the remaining quarterly meetings on the 
calendar. The attached Word document outlines the membership, responsibilities, and meeting 
schedule for the Executive Committee as well as the role of the Extended Executive Committee. 


Meanwhile we already have a bit of work for you. 


lam therefore asking that the six current voting members of the EC cast their vote using the attached 
ballot. The current voting members are: 


Francis Collins 
Jim Doroshow 
Axel Hoos 
Tom Hudson 
Edith Perez 
Ned Sharpless 


Voting members: please note your top three choices and rank them by preference (1-2-3) on the 
attached ballot, and return the ballot to me no later than Tuesday, March 20 so we will have a decision 
in time for our next JSC call on March 23. Please copy Stacey Adam and Jenny Peterson-Klaus your vote. 


If you have any questions or comments, please do not hesitate to contact us at any time. 
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Regards, 
David Wholley 
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NIH - 006754 


NIH - 006755, 


NIH - 006756, 


NIH - 006757 
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Voting Members Non-Voting Members 
Francis Collins (NIH-OD) + Richard Pazdur (OCE) 
Ned Sharpless (NCI-OD) + Peter Marks (CBER) 

Jim Doroshow (NCI-DCTD) + Nancy Roach (Fight CRC) 


Axel Hoos (GSK) 


Edith Perez (Genentech) 


Tom Hudson (AbbVie) 


EC Membership 
The membership of the EC (voting, except where otherwise noted) will include the following: 
¢ The Director of the National Institutes of Health 
* The Director of the National Cancer Institute 
© The Director of the Division of Cancer Treatment and Diagnosis 
* Two representatives from FDA (representing the OCE and CDER and CDRH, non-voting) 
* Apatient advocate representative 
* Three senior-level executives from three different biopharmaceutical company partners (head 
of research and development or global head of oncology research or development) 


Executive Committee (EC) Role 

The PACT ECwill be responsible for oversight of PACT, ensuring that the partnership overall is conducted 
efficiently and in the best interests of patients and the public health, and for communicating the value of 
PACT toits partners and the public. Specifically, the EC will be responsible for the following: 

1. Providing general guidance for the overall strategy of PACT within the rapidly changing oncology 
landscape. 

2. Reviewing the progress of PACT on a regular basis and ensuring its effective and timely 
execution. This includes review of JSC adjudication of the go/no-go milestone and funding 
changes and approval of these decisions 

3. Communicating the progress of PACT and any related challenges to the partnersand the 
oncology community, and managing the relationships among the partners. 

4. Establishing the policies that govern PACT and ensuring they are adhered to. 

5. Overseeing the operation of the PACT JSC and resolving any conflicts or questions that they may 
not be able to resolve on their own. 


The EC will be co-chaired by one senior official from NCI and one senior executive from one of the 
industry partners. The EC members and co-chairs will be decided by the participating partners. Meetings 


and operations of the EC will be staffed and supported by FNIH. 


ECProcess 
Meeting Format and Frequency 
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The EC will meet quarterly by teleconference and will seek opportunities to meet periodically in person 
as schedules allow 


Voting 
Voting will be by simple majority. 


Communications of EC with Partners 

To ensure effective communications with and input from all PACT stakeholders, an Extended Executive 
Committee, consisting of the EC members and of representatives from the private sector partners not 
currently included on the EC, will be established to receive regular updates on PACT and advise the EC 
on its progress and direction. The Extended EC will meet twice a year by teleconference. The EC and the 
Extended Executive Group will be convened and supported by FNIH. 
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YotingMembers 
Jeff Abrams (NCI-CTEP)* 
Helen Chen (NCI-CTEP) 
Magdalena Thurin (NCI-CTEP) 
David Patton (NCI-CBIIT) 
Tony Kerlavage (NCI-CBIIT) 
Ena Wang (AbbVie) 
Greg Friberg(Amgen) 
Michael Carleton (BMS) 


Non-Voting Members 


Gideon Blumenthal (FDA-OCE) 
Marc Theoret (FDA-CDER) 
Reena Philip (FDA-CDRH) 

Ke Liu (FDA-CBER) 

Eunice Lee (FDA-CDRH) 
Anand Pathak(FDA-CDRH) 
Alexander Ehigen (Bl) 

TunTun Li (Sanofi) 


Pilar Garin-Chesa (Bl) Andrea Ferris (LUNGevity) 

Derek Blair(Celgene) Nancy Goodman (Kids Vs. Cancer) 
David Shames (Genentech) 

Scott Patterson (Gilead) 

Axel Hoos/TBD (GSK) 

Matt Lorenzi (Janssen) 

Darrin Beaupre (Pfizer) 


Peter Hammerman (Novartis) *Co-Chair— Industry TBD 
Marielle Chiron (Sanofi) 


JSC Membership 

The membership of the JSC will be as follows: 

Four to five NCI members (voting), including program officials for the relevant NCI grants 

* Two to four representatives from FDA (nonvoting) 

* One voting representative from each funding private sector partner; additional private sector partner 
representatives may attend as alternates but will be nonvoting 

* One to two non-voting representatives from selected patient advocate organizations 

* Subject matter experts, such as academic investigators, whether funded by PACT or not; may be added 
atthe JSC’s discretion, but will be nonvoting 

* At least one representative from FNIH (ex-officio, nonvoting) 


The JSC will be co-chaired by one NCland one private sector representative, selected by the PACT EC, 
but who is not part of the EC. 


Joint Steering Committee (JSC) Role 

Execution of the research programsin PACT will be governed through a JSC composed of members from 
participating companies, government agencies, and a patient representative. The JSC will operate under 
the direction of the PACT Executive Committee (EC). 

The responsibilities of the JSC will include: 

1. Reviewing the progress of projects on an ongoing basis and adjusting project plans to ensure 
appropriate tradeoffs between the timely achievement of key project milestones and 
production of quality results. The JSC will also review clinical protocols for proposed biomarker 
analysis and prioritize the biomarker analysis supported by PACT. The JSC is therefore the 
primary forum for discussion among the PACT partners of potential operational changes to the 
final research plan, based on emerging opportunities and challenges, and within the context of 
the project budgets. 
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Meeting regularly with the Laboratory Coordinating Committee (LCC) to ensure lab coordination 
and development and distribution of SOPs and best practices for all six key areas identified. 
Conducting assessments of key project milestones, including critical go/no-go milestone, and 
communicating these assessments to the EC. 

Determining how private sector funds provided to FNIH are distributed (consistent with the final 
research plan). 

Reviewing the results of the research efforts under PACT and making recommendations 
regarding how they are disseminated and publicized, consistent with the Cancer Moonshot Data 
Sharing guidelines, which define general publication rules where appropriate. 

Overseeing active outreach to, and coordination with, other related cancer research and trial 
efforts and reviewing the immunotherapy landscape analysis curated by the Cancer Research 
Institute (CRI) and utilizing that information to guide the PACT effort in strategic decisions about 
trials and biomarkers. 


NIH - 006766 


From: Wholley, David (FNIH) [T] 


Sent: Fri, 13 Apr 2018 16:16:07 +0000 

To: Collins, Francis (NIH/OD) [E] 

Subject: a quote from today's AMP T2D telecon 
Francis — 


As you head up to New York for Hever | just wanted to share one statement | heard verbatim from one 
of the industry executive leads on the AMP T2D Steering Committee whom | particularly respect, related 
to the need to begin allowing the sharing and ability to perform integrated queries across multiple 
diseases and phenotypes. | think it summarized very eloquently the concerns of the entire group: 


Thanks for your help on dbGaP. | spoke to Laura Rodriguez this morning and it sounds like we might be 
getting near(er) to a solution on that thanks to what sounds like a lot of hard work. Fingers crossed. 


David 


David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 
(301) 594-6343 


fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


2017 Gold Stevie Award Winner for Organization of the Year 
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From: Wholley, David (FNIH) [T] 


Sent: Fri, 20 Apr 2018 18:24:44 +0000 

To: Collins, Francis (NIH/OD) [E];Tabak, Lawrence (NIH/OD) [E] 

Ce: McManus, Ayanna (NIH/OD) [E];Wood, Gretchen (NIH/OD) [E];Boskent, Celeste 
(NIH/OD) [E];Melencio, Cheryl (FNIH) [T];Morgan, Emily (FNIH) [T] 

Subject: AMP EC -- April 27 vs May 4 2018.xlsx 

Attachments: AMP EC -- April 27 vs May 4 2018.xIsx 


Francis and Larry: 

Good news on rescheduling the AMP EC from April 27 to 7AM Friday May 4 as requested, | think. We 
have two NIH Directors we’ve not heard from yet — Griff Rodgers and Walter Koroshetz—and Richard 
Hodes 99@G. (larry | trust from our conversation yesterday you can attend?) Jan Lundberg 
is still out (though he’d have missed next Friday anyway). But Mikael Dolsten and Paul Stoffels have 
reconfirmed they can make 5/4, and we have at least one co-chair confirmed from each of the four 
disease/therapeutic SCs. | suggest we move forward with the change to May 4. 


Can your office please confirm, and copy Cheryl Melencio and Emily Morgan? Thanks, David 
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Canet-Aviles, Rosa (FNIH) [T] 
Collier, David 
Dolsten, Mikael 


Gadbois, Ellen (NIH/OD) 


Koroshetz, Walter (NIH/NINDS) [E] 
Lundberg, Jan 


Menetski, Joseph (FNIH) 


Petanceska, Suzana (NIH/NIA) [E] 


Ryan, Laurie (NIH/NIA) [E] 


Stoffels, Paul 


Tabak, Lawrence (NIH/OD) [E] 


Thomas, Melissa 


equired Attendee 
equired Attendee 
equired Attendee 


equired Attendee 


equired Attendee 
equired Attendee 
equired Attendee 
equired Attendee 


‘equired Attendee 


equired Attendee 
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From: Wholley, David (FNIH) [T] 


Sent: Thu, 21 Dec 2017 17:12:34 +0000 

To: Chin, Bill (Chin@phrma.org) 

Ce: Collins, Francis (NIH/OD) [E];Baker, Rebecca (NIH/OD) [E] 
Subject: FNIH PPP Update for BMAC final draft 12-20-17 
Attachments: FNIH PPP Update for BMAC final draft 12-20-17.docx 


Bill — sorry for the slight delay, had some computer trouble at the time | needed it least, but all 

resolved. Please see the progress summary you requested for the BMAC of the opioid partnership, 
which has been reviewed by our NIH colleagues. It may be a bit longer than you wanted, but | preserved 
your opening and closing sections from your earlier document (governance modified to fit our 
discussions at the face to face) which take up about page in themselves. 


| have also included the additional updates you requested on PACT and AMP. These should be easy to 
shorten if you need to as you can pretty much drop the bullets and partner lists from each section if 
desired. 


Hope this works for you. Please let me know anything else you may need. 


David 
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From: Wholley, David (FNIH) [T] 


Sent: Tue, 20 Mar 2018 17:15:31 +0000 

To: Collins, Francis (NIH/OD) [E] 

Subject: FW: Welcome to the PACT Executive Committee; Ballot for Joint Steering 
Committee Industry Co-Chair [Action Requested] 

Attachments: JSC Co-Chair Ballot_ PrivatePartner_vF_update7.doc, PACT JSC Compiled Bios w 


CVs 03062018.pdf, PACT EC Roster and Description_vF.pdf, PACT JSC Roster and Description_vF.pdf 


Dear Francis : 


Can we please get your vote as requested? We would like to have something in place by this Friday's 
PACT ISC call if at all possible. 


Thanks, David Wholley 


From: Wholley, David (FNIH) [T] 
Sent: Wednesday, March 14, 2018 2:20 PM 
To: Collins, Francis (NIH/OD) [E] SG; Sharpless, Norman (NIH/NCI) [E] 

; Doroshow, James (NIH/NCI) [E] Oe 
'axel.x.hoos@gsk.com!' <axel.x.hoos@gsk.com>; 'thomas.hudson@abbvie.com' 
<thomas.hudson@abbvie.com>; 'perez.edith@gene.com' <perez.edith@gene.com>; Pazdur, Richard 
(FOA/OC) ill lllNNNNNNIG; Marks, Peter (FOA/COER) [lll lll NNNNINOI@; Roach, 
Nancy <nancy.roach @fightcolorectalcencer.org> 
Cc: Adam, Stacey (FNIH) [T] <sadam@fnih.org>; Peterson-Klaus, Jenny (FNIH) [T] <jpeterson- 
klaus@fnih.org>; Melencio, Cheryl (FNIH) [T] <cmelencio@fnih.org> 
Subject: Welcome to the PACT Executive Committee; Ballot for Joint Steering Committee Industry Co- 
Chair [Action Requested] 


Dear PACT Executive Committee members, 


Welcome to the PACT Executive Committee, and thank you for agreeing to be part of this exciting 
partnership! We are actively seeking atime slot for our first Committee teleconference, Stacey Adam 
and Jenny Peterson-Klaus will be supporting me here at FNIH in managing PACT and have already been 
in contact with your offices to get this first meeting and the remaining quarterly meetings on the 
calendar. The attached Word document outlines the membership, responsibilities, and meeting 
schedule for the Executive Committee as well as the role of the Extended Executive Committee. 


Meanwhile we already have a bit of work for you. (see 
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lam therefore asking that the six current voting members of the EC cast their vote using the attached 
ballot. The current voting members are: 


Francis Collins 
Jim Doroshow 
Axel Hoos 
Tom Hudson 
Edith Perez 
Ned Sharpless 


Voting members: please note your top three choices and rank them by preference (1-2-3) on the 
attached ballot, and return the ballot to me no later than Tuesday, March 20 so we will have a decision 
in time for our next JSC call on March 23. Please copy Stacey Adam and Jenny Peterson-Klaus your vote. 


If you have any questions or comments, please do not hesitate to contact us at any time. 


Regards, 
David Wholley 
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NIH - 006779 


NIH - 006780 


NIH - 006785, 


NIH - 006786, 


NIH - 006787 


NIH - 006792 
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Voting Members Non-Voting Members 
Francis Collins (NIH-OD) + Richard Pazdur (OCE) 
Ned Sharpless (NCI-OD) + Peter Marks (CBER) 

Jim Doroshow (NCI-DCTD) + Nancy Roach (Fight CRC) 


Axel Hoos (GSK) 


Edith Perez (Genentech) 


Tom Hudson (AbbVie) 


EC Membership 
The membership of the EC (voting, except where otherwise noted) will include the following: 
¢ The Director of the National Institutes of Health 
* The Director of the National Cancer Institute 
© The Director of the Division of Cancer Treatment and Diagnosis 
* Two representatives from FDA (representing the OCE and CDER and CDRH, non-voting) 
* Apatient advocate representative 
* Three senior-level executives from three different biopharmaceutical company partners (head 
of research and development or global head of oncology research or development) 


Executive Committee (EC) Role 

The PACT ECwill be responsible for oversight of PACT, ensuring that the partnership overall is conducted 
efficiently and in the best interests of patients and the public health, and for communicating the value of 
PACT toits partners and the public. Specifically, the EC will be responsible for the following: 

1. Providing general guidance for the overall strategy of PACT within the rapidly changing oncology 
landscape. 

2. Reviewing the progress of PACT on a regular basis and ensuring its effective and timely 
execution. This includes review of JSC adjudication of the go/no-go milestone and funding 
changes and approval of these decisions 

3. Communicating the progress of PACT and any related challenges to the partnersand the 
oncology community, and managing the relationships among the partners. 

4. Establishing the policies that govern PACT and ensuring they are adhered to. 

5. Overseeing the operation of the PACT JSC and resolving any conflicts or questions that they may 
not be able to resolve on their own. 


The EC will be co-chaired by one senior official from NCI and one senior executive from one of the 
industry partners. The EC members and co-chairs will be decided by the participating partners. Meetings 


and operations of the EC will be staffed and supported by FNIH. 


ECProcess 
Meeting Format and Frequency 
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The EC will meet quarterly by teleconference and will seek opportunities to meet periodically in person 
as schedules allow 


Voting 
Voting will be by simple majority. 


Communications of EC with Partners 

To ensure effective communications with and input from all PACT stakeholders, an Extended Executive 
Committee, consisting of the EC members and of representatives from the private sector partners not 
currently included on the EC, will be established to receive regular updates on PACT and advise the EC 
on its progress and direction. The Extended EC will meet twice a year by teleconference. The EC and the 
Extended Executive Group will be convened and supported by FNIH. 
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YotingMembers 
Jeff Abrams (NCI-CTEP)* 
Helen Chen (NCI-CTEP) 
Magdalena Thurin (NCI-CTEP) 
David Patton (NCI-CBIIT) 
Tony Kerlavage (NCI-CBIIT) 
Ena Wang (AbbVie) 
Greg Friberg(Amgen) 
Michael Carleton (BMS) 


Non-Voting Members 


Gideon Blumenthal (FDA-OCE) 
Marc Theoret (FDA-CDER) 
Reena Philip (FDA-CDRH) 

Ke Liu (FDA-CBER) 

Eunice Lee (FDA-CDRH) 
Anand Pathak(FDA-CDRH) 
Alexander Ehigen (Bl) 

TunTun Li (Sanofi) 


Pilar Garin-Chesa (Bl) Andrea Ferris (LUNGevity) 

Derek Blair(Celgene) Nancy Goodman (Kids Vs. Cancer) 
David Shames (Genentech) 

Scott Patterson (Gilead) 

Axel Hoos/TBD (GSK) 

Matt Lorenzi (Janssen) 

Darrin Beaupre (Pfizer) 


Peter Hammerman (Novartis) *Co-Chair— Industry TBD 
Marielle Chiron (Sanofi) 


JSC Membership 

The membership of the JSC will be as follows: 

Four to five NCI members (voting), including program officials for the relevant NCI grants 

* Two to four representatives from FDA (nonvoting) 

* One voting representative from each funding private sector partner; additional private sector partner 
representatives may attend as alternates but will be nonvoting 

* One to two non-voting representatives from selected patient advocate organizations 

* Subject matter experts, such as academic investigators, whether funded by PACT or not; may be added 
atthe JSC’s discretion, but will be nonvoting 

* At least one representative from FNIH (ex-officio, nonvoting) 


The JSC will be co-chaired by one NCland one private sector representative, selected by the PACT EC, 
but who is not part of the EC. 


Joint Steering Committee (JSC) Role 

Execution of the research programsin PACT will be governed through a JSC composed of members from 
participating companies, government agencies, and a patient representative. The JSC will operate under 
the direction of the PACT Executive Committee (EC). 

The responsibilities of the JSC will include: 

1. Reviewing the progress of projects on an ongoing basis and adjusting project plans to ensure 
appropriate tradeoffs between the timely achievement of key project milestones and 
production of quality results. The JSC will also review clinical protocols for proposed biomarker 
analysis and prioritize the biomarker analysis supported by PACT. The JSC is therefore the 
primary forum for discussion among the PACT partners of potential operational changes to the 
final research plan, based on emerging opportunities and challenges, and within the context of 
the project budgets. 
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Meeting regularly with the Laboratory Coordinating Committee (LCC) to ensure lab coordination 
and development and distribution of SOPs and best practices for all six key areas identified. 
Conducting assessments of key project milestones, including critical go/no-go milestone, and 
communicating these assessments to the EC. 

Determining how private sector funds provided to FNIH are distributed (consistent with the final 
research plan). 

Reviewing the results of the research efforts under PACT and making recommendations 
regarding how they are disseminated and publicized, consistent with the Cancer Moonshot Data 
Sharing guidelines, which define general publication rules where appropriate. 

Overseeing active outreach to, and coordination with, other related cancer research and trial 
efforts and reviewing the immunotherapy landscape analysis curated by the Cancer Research 
Institute (CRI) and utilizing that information to guide the PACT effort in strategic decisions about 
trials and biomarkers. 
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From: Wholley, David (FNIH) [T] 

Sent: Thu, 12 Apr 2018 14:45:08 +0000 

To: Collins, Francis (NIH/OD) [E];Tabak, Lawrence (NIH/OD) [E];Volkow, Nora 
(NIH/NIDA) [E];Koroshetz, Walter (NIH/NINDS) [E];Stein, Jack (NIH/NIDA) [E];Porter, Linda (NIH/NINDS) 
[E];Wolinetz, Carrie (NIH/OD) [E];Baker, Rebecca (NIH/OD) [E] 

Ce: Menetski, Joseph (FNIH) [T];Melencio, Cheryl (FNIH) [T] 

Subject: FW: Opioid Partnership Update 


For your information, please see the note that we sent to the Opioid Partnership Working Group 
members this morning. Thanks, David 


From: Biarnes, Michael (FNIH) [T] 

Sent: Thursday, April 12, 2018 9:41 AM 

To: Ahadpour, Mitra (FDA/CDER) (GG; Ahn, Andy <andyahn@lilly.com>; 

Austin, Christopher (NIH/NCATS) [E]/) 7 @)@; Baker, Rebecca (NIH/OD) [E] 
Balice-Gordon, Rita <Rita.Balice-Gordon@sanofi.com>; Beebe, Katherine 

<kbeebe@titanpharm.com>; Biarnes, Michael (FNIH) [T] <mbiarnes@fnih.org>; David Borsook 

<david.borsook@childrens.harvard.edu>; Braunstein, Ned <ned.braunstein@regeneron.com>; 

Burczynski, Michael <michael.burczynski@tevapharm.com>; Chang, Nancy (FDA/CDER) 

LEY BG: chin, Bill <chin@phrma.org>; Colvis, Christine (NIH/NCATS) [E] 

GO; cyrus, Pam <pam.cyrus@bayer.com>; Dawson, Kate 


<kate,dawson@biogen.com>; Debar, Lynn <debar.|@ghc.org>; Doberstein, Steve 
<sdoberstein@nektar.com>; Dolmetsch, Ricardo <ricardo.dolmetsch@novartis.com>; Dunbar, 
Stephanie <stephanie.dunbar@tevapharm.com>; Dunlop, John <jduniop@amgen.com>; Dworkin, 
Robert <robert_dworkin@urmc.rochester.edu>; Fields, Ellen (FDA/CDER) [i we; 
Flores, Chris <cflores2 @its.jnj.com>; Sheri Grabus <sgrabus@iqsolutions.com>; Hachicha, Mohamed 
(NIH/NINDS) [E] 0 9G; Haeberlein, Markus 
<markus.haeberlein@alkermes.com>; Hammock, Bruce <bdhammock@ucdavis.edu>; Han, Steve X. 
<steve.x.han@gsk.com>; Hepker, Jen <jhepker@prescottmed.com>; Hertz, Sharon H (FDA/CDER) 
GD Holenz, Joerg <joerg.x.holenz@gsk.com>; Kehne, John (NIH/NINDS) [E] 
(®G; Koblan, Kenneth ckenneth.koblan@sunovion.com>; Kopecky, Ernest 
<ernest.kopecky@tevapharm.com>; Koroshetz, Walter (NIH/NINDS) [E] (oe; 
Kramer, Mike <mkramer@trevena.com>; Kyle, Don <don.kyle@pharma.com>; Laurenza, Antonio 
<antonio_laurenza@eisai.com>; Lefevre, |sabel <isabel.lefevre@sanofi.com>; Li, Min 
<min.x.li@gsk.com>; Lin, Allison (FDA/CDER) (OG Malamut, Richard 
<rmalamut@avanir.com>; Mannion, Richard <richard.mannion@pharma.com>; Marek, Gerard 
<gerard.marek@astellas.com>; Jennifer McCulley <jmcculley@iqsolutions.com>; McManus, Owen 
<owen.mcmanus@qstatebio.com>; Menetski, Joseph (FNIH) [T] <jmenetski@fnih.org>; Mintun, Mark 
<mintun@avidrp.com>; Moscicki, Rich <rmoscicki@ phrma.org>; Mullins, Christopher (NIH/NIDDK) [E] 
<mullinsc@extra.niddk.nih.gov>; Oshirsky, Michael (NIH/NINDS) [E] 9 @@>; Patel, 
Vickas <vickas.x.patel@gsk.com>; Pelleymounter, Mary (NIH/NINDS) [E] 
NAG; Porter, Linda (NIH/NINDS) [€] NOG; Powers, Scott 
<scott.powers@cchmc.org>; Predescu, Alina (NIH/NCATS) [E] 9 GO; Ramey, Tanya 
(NIH/NIDA) [E] {PG E@Rosen, Laura <laura.rosen@takeda.com>; Sandrock, Alfred 
<alfred.sandrock@biogen.com>; Schmidt, William <schmidtwk @sbcglobal.net>; Stein, Jack (NIH/NIDA) 
[E] YG; sullivan, James <james.p.sullivan@abbvie.com>; Szegedi, Armin 
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<armin.szegedi@allergan.com>; Tamiz, Amir (NIH/NINDS) [E] {99 Thomas, David 
(NIH/NIDA) [E] <dthomas1@nida.nih.gov>; Tilly, Jason <jason.tilly@mallinckrodt.com>; Tollemar, Ulf 
<ulf.tollemar@astellas.com>; Truitt, ken <ktruitt@dsi.com>; Uz, Tolga <tolga.uz@astellas.com>; Vallejo, 
Yolanda (NIH/NIDCR) [E] OG Verburg, Kenneth 
<kenneth.m.verburg@pfizer.com>; Weger, Tor |) POG, weinreich, David 
<david.weinreich@regeneron.com>; Wholley, David (FNIH) [T] <dwholley@fnih.org>; Woolf, Clifford 
<clifford.woolf@childrens.harvard.edu>; Wright, Clinton (NIH/NINDS) [E] oe; 
Zorn, Stevin <zornsh@mindimmune.com> 

Cc: Chow, Tina <tina.chow@novartis.com>; Colfax, Tracey <tcolfax@its.jnj.com>; Finnegan, Sean 
(NIH/NCATS) [E] {SP MWG>; Henrique, Gleise <gleiseh@amgen.com>; Koch, Kellie 
<kkoch@phrma.org>; Kruzik, Nan <kruzik@avidrp.com>; Plantinga, Karen 
<karen.plantinga@sanofi,com>; Regan, Donna <Donna.regan@abbvie.com>; Waltzer, Renee 


(NIH/NINDS) (C] NE OG 


Subject: Opioid Partnership Update 
Dear Opioid Partnership Working Group Members: 


In case you have not seen them, | am forwarding for your information links to the recommendations of a 
Working Group to the Advisory Committee to Director (ACD) of the NIH which were discussed at a 
meeting of the ACD held this past Friday, April 6, regarding the funding and structure of a potential 
partnership to address the opioid crisis. | am also including two pieces of correspondence between our 
FNIH President, Maria Freire, and Deputy NIH Director Larry Tabak related to a separate discussion of 
these same issues conducted by the FNIH Board on March 30. 


While the outcome of the FNIH Board’s discussions is known, formal acceptance of and action on the 
ACD recommendations are the responsibility of the NIH Director. Although | cannot comment 
specifically on what NIH may decide, | think it is worth pointing out in connection with this situation the 
fact that the Congress has recently approved $500M in funding for NIH to be spent through fiscal year 
2019 on initiatives to address the opioid crisis, and that there is latitude within both the FNIH and ACD 
recommendations for conducting a partnership within specific limitations. | would add to that my sense 
that there continues to be high enthusiasm for advancing the scientific goals outlined for such a 
partnership in the white paper, to which you all contributed your valuable time and insights. | will be 
sure to let you know more about the outcome of the NIH decision process as soon as we hear more. 


Regards, 
David Wholley 


https://acd.od.nih.gov/documents/presentations/032018 opioids-draft-report.pdf 


https://acd.od.nih.gov/documents/presentations/04062018presentation.pdf 


NIH Letter to FNIH 


FNIH Response to NIH 
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From: Wholley, David (FNIH) [T] 


Sent: Thu, 7 Dec 2017 00:20:53 +0000 

To: Stein, Jack (NIH/NIDA) [E];Chin, Bill (Chin@phrma.org);Baker, Rebecca (NIH/OD) 
(E] 

Ce: Collins, Francis (NIH/OD) [E];Volkow, Nora (NIH/NIDA) [E];Koroshetz, Walter 
(NIH/NINDS) [E];Porter, Linda (NIH/NINDS) [E];Tabak, Lawrence (NIH/OD) [E];Wolinetz, Carrie (NIH/OD) 
(E] 

Subject: FW: Opioids F2F Meeting Attendees to Date 

Attachments: Opioid F2F Attendee List as of O6Dec2017 (4PM).xIs 


All - for your information (and Jack, in at least two cases, your requested action), please see where we 
are as of 4PM today on ACCEPTED invitations to next week’s face to face meeting. We are at “65 
planned attendees, out of a total ~118 INVITED. We will no doubt get more confirmations before 
Monday, Based on Mike Biarnes’s reckoning, the following is the list of companies that have yet to 
confirm that at least one of their members will attend. | have added the names of those who have been 
invited and notes on status as well as action. Let us know if we have missed any company in particular or 
if you feel you can be of additional help. 
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From: Wholley, David (FNIH) [T] 


Sent: Mon, 16 Apr 2018 16:30:57 +0000 

To: Volkow, Nora (NIH/NIDA) [E];Koroshetz, Walter (NIH/NINDS) [E] 

Ce: Baker, Rebecca (NIH/OD) [E];Collins, Francis (NIH/OD) [E];Melencio, Cheryl 
(FNIH) [T];Menetski, Joseph (FNIH) [T];Biarnes, Michael (FNIH) [T] 

Subject: FW: Opioids Governance Discussion 


Dear Walter and Nora: 


Please see the list of folks who were involved in the opioids partnership Working Groups from NIH. As 
we discussed on Thursday, we need to convene a meeting asap to lay out a proposed governance 
structure and related next steps for the partnership, with appropriate NIH policy input. Can you please 
give me your input on whom should be invited to this meeting so Cheryl can start working the 
calendars? Myself, Mike Biarnes, and Joe Menetski will attend from FNIH. 


Also would appreciate your input on venue. We are happy to host a meeting here at FNIH (our offices 
are convenient to the main NIH campus and other offices as we are two blocks south of White Flint 
metro at 11400 Rockville Pike) or we can do on NIH campus if you would prefer, and can find us a room. 


Thanks, David 


Nora Volkow — NIDA 

Walter Koroshetz — NINDS 

Linda Porter — NINDS 

Chris Austin and/or Christine Colvis — NCATS 
Jack Stein - NIDA 

Rebecca Baker - NIH 


Optional Co-Chairs 
Clinton Wright — NINDS 
Dave Thomas — NIDA 
Michael Oshinsky - NINDS 


Do you think that it would beneficial to have FDA represented at this meeting as well? 


Thanks, 
Mike 


Michael Biarnes 

Scientific Project Manager 

Foundation for the National Institutes of Health 
(301) 594-2612 


fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 
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2017 Gold Stevie Award Winner for Organization of the Year 
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From: Wholley, David (FNIH) [T] 


Sent: Wed, 25 Oct 2017 19:19:14 +0000 

To: Collins, Francis (NIH/OD) [E];Doroshow, James (NIH/NCI) [E];Lowy, Douglas 
(NIH/NCI\) [E];Tabak, Lawrence (NIH/OD) [E];Baker, Rebecca (NIH/OD) [E];Wolinetz, Carrie (NIH/OD) [E] 
Ce: Adam, Stacey (FNIH) [T] 

Subject: FW: Partnership for Accelerating Cancer Therapies (PACT) 


Attachments: — &) 


FYI. Perhaps we can discuss this tomorrow. 


eee Original Message----- 


From: Chuck Clapton [mailto:Chuck.Clapton@gilead.com| 
Sent; Wednesday, October 25, 2017 10:58 AM 


To: Wholley, David (FNIH) (T] <dwholley@ fnih.org> 
Subject: RE: Partnership for Accelerating Cancer Therapies (PACT) 


David, 


Thanks again for speaking last week 
and I would be grateful for any 


assistance you can provide in helping us navigate this process. Thanks again for all of your assistance. 
Chuck 


oo Original Message----- 

From: Wholley, David (FNIH) [T] [mailto:dwholley@fnih.org 
Sent: Wednesday, October 18, 2017 9:30 AM 

To: Chuck Clapton 

Subject: Re: Partnership for Accelerating Cancer Therapies (PACT) 


It may need to be this afternoon but I will call. 


Sent from my BlackBerry 10 smartphone. 
Original Message 

From: Chuck Clapton 

Sent: Wednesday, October 18, 2017 8:58 AM 

To: Wholley, David (FNIH) [T] 

Subject: RE: Partnership for Accelerating Cancer Therapies (PACT) 


David -- thanks for getting back to me. You can call any time it would be convenient for you -- my cell is [OO 


(© Thanks 


soot Original Message---—- 

From: Wholley, David (FNIH) [T] [mailto:dwholley@fnih.org] 
Sent: Tuesday, October 17, 2017 12:13 PM 

To: Chuck Clapton 

Ce: Adam, Stacey (FNIH) [T]; Melencio, Cheryl (FNIH) [T] 
Subject: RE: Partnership for Accelerating Cancer Therapies (PACT) 


Sure, Chuck, please let me know when youd like to speak and number at which you can be reached. 
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David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 
(301) 594-6343 

fnih.org 


Learn more about the FNIH in our 2016 Annual Report: fnih.org/AnnualReport. 


-----Original Message----- 

From: Chuck Clapton [mailto:Chuck.Clapton@gilead.com 

Sent: Tuesday, October 17, 2017 9:59 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: RE: Partnership for Accelerating Cancer Therapies (PACT) 


David. 
Is there any chance you might be around anytime today for a call? Just want to follow up on a couple of questions 
on exec comm and joint steering committee. Thanks Chuck 


Direct ANOS) cen NTC 


-----Original Message----- 

From: Wholley, David (FNIH) [T] [mailto:wholley@fnih.org] 
Sent: Tuesday, October 10, 2017 11:45 AM 

To: Chuck Clapton 

Subject: Re: Partnership for Accelerating Cancer Therapies (PACT) 


Can you speak now? If not I should be available again in 30 minutes. 


Sent from my BlackBerry 10 smartphone. 
Original Message 
From: Wholley, David (FNIH) [T] 
Sent: Tuesday, October 10, 2017 11:23 AM 
To: Chuck Clapton 
Subject: RE: Partnership for Accelerating Cancer Therapies (PACT) 


Yes, I should be jumping off the train POO within the next 15-20 minutes and can give you a call from 
my cell. What number should I use to reach you? 


David Wholley 
Director, Research Partnerships 

Foundation for the National Institutes of Health 
(301) 594-6343 

fnih.org 


Learn more about the FNIH in our 2016 Annual Report: fnih.org/AnnualReport. 


-----Original Message----- 


From: Chuck Clapton [mailto:Chuck.Clapton@gilead.com 

Sent; Tuesday, October 10, 2017 11:01 AM 

To: Wholley, David (FNIH) [T] <dwholley@fnih.org> 

Subject: Re: Partnership for Accelerating Cancer Therapies (PACT) 


David, 
Do you have any time within the next hour for a quick call? Thanks Chuck 
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Sent from my iPhone 


On Oct 10, 2017, at 8:21 AM, Wholley, David (FNIH) [T] <dwholley@fnih.org<mailto:dwholley@fnih.org>> 
wrote: 


Hi Chuck, just checking in to see if there has been any update. 
Let me know if we can be of any help. 


Sent from my BlackBerry 10 smartphone. 

From: Chuck Clapton 

Ser riday, October 6, 2017 11:05 AM 

To: Wholley, David (FNIH) [T] 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: RE: Partnership for Accelerating Cancer Therapies (PACT) 


Thanks David. I've sent this around to a group of our senior execs and will get back to you asap. 


From: Wholley, David (FNIH) [T] [mailto:dwholley@fnih.org] 
Sent: Thursday, October 05, 2017 11:20 AM 

To: Chuck Clapton 

Ce: Melencio, Cheryl (FNIH) [T] 

Subject: FW: Partnership for Accelerating Cancer Therapies (PACT) 


Chuck - great to meet you last night, and thank you for your offer to help with communicating to John Milligan 
regarding PACT. Below is the email that our Board Chairman, Steve Paul, had our assistant send to John on his 
behalf. Please let me know if] can be of any further assistance. 


David 


David Wholley 

Director, Research Partnerships 

Foundation for the National Institutes of Health 
(301) 594-6343 

fnih.org<www. fnih.org> 


Learn more about the FNIH in our 2016 Annual Report: fnih.org/AnnualReport<http://www.fnih.org/annualreport>. 
From: Melencio, Cheryl (FNIH) [T] 

Sent: Tuesday, October 03, 2017 11:55 AM 

To: John. Milligan@gilead.com<mailto:John.Milligan@gilead.com> 

Ce: Steven Paul <steve@thirdrockventures.com<mailto:steve@thirdrockventures.com>>; Wholley, David (FNIH) 
(T] <dwholley@fnih.org<mailto:dwholley@fnih.org>> 

Subject: Partnership for Accelerating Cancer Therapies (PACT) 

Dear Dr. Milligan: 


On behalf of Dr. Steven Paul, Chairman of the Board, Foundation for the National Institutes of Health, please find 
attached letter. 


Thank you. 
Cheryl Melencio 


Cheryl Melencio 
Executive Assistant, Research Partnerships Foundation for the National Institutes of Health 


NIH - 006806 


(301) 402-4970 
fnih.org<www.fnih.org> 


The FNIH is the #1 ranked biomedical research organization & earned a 4-star rating from Charity 
Navigator<https://www.charitynavigator.org/index.cfm?bay=search.summary&orgid=6244>. 
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> Sent: Tuesday, September 19, 2017 9:28 AM 

> To: Collins. Francis (NIH/OD) [E] 

> Subject: RE: Today's Meeting with Governor Christie 
> 


> Hi Francis, 


> Can you please advise how you'd like to cover this? Thanks 
> 

> David Wholley 

> Director, Research Partnerships 

> Foundation for the National Institutes of Health 

> (301) 594-6343 

> fnih.org 

> 

> Learn more about the FNIH in our 2016 Annual Report: fnih.org/AnnualReport. 
> 

> From: Collins, Francis (NIH/OD) [E] 

ania Tuesday, September 19, 2017 4:14 AM 


> Subject: RE: Today's Meeting with Governor Christie 

> 

> HI Bill, 

> 

> Lagree that the meeting yesterday went really well. I spoke with Steve Ubl afterward -- and he and I thought that 
a joint letter from PhRMA and NIH to the CEOs of all of the companies that had been part of the discussion up until 
pew sould be thenext step: he ister eonle ineluse the 2-nager thet summarizes the:plan; and wold slceneie 


itis thsir uiaber Ga pristityiso tat mectiags can be wet upiexpeditiaualy. The goal would be a fully detailed plan 
in place by the end of 2017. including specific actionable goals, deliverables, milestones, Go NoGo decision points. 
and budget. 


> 


> From: Chin, Bill [mailto:Chin@phrma.org] 
> Sent: Monday, September 18, 2017 2:40 PM 
> To: Collins, Francis (NIH/OD) [E] 
> Ce: Volkow, Nora A) [E] Koroshetz. Walter S) [E] 
; Baker, Rebecca (NIH/OD) [E] 
> Subject: Today's Meeting with Governor Christie 
> 
> Francis. As we discussed, I think the meeting went very well with good representation from the companies and 
active engagement from the CEOs. Our next step is a memo to our Board with the request to "assign" an accountable 
person in each company to help provide the details for these PPPs. I'll be away this week but will get the ball rolling. 
Thank you all and best wishes. Bill 
> 


> Sent from my iPhone 


NIH - 006830 


